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DEFICIENCIES IN ADMINISTRATION OF FEDERAL
INSECTICIDE, FUNGICIDES, AND RODENTICIDE ACT

WEDNESDAY, MAY 7, 1969

House oF REPRESENTATIVES,
INTERGOVERNMENTAL RELATIONS SUBCOMMITTEE
oF THE CoMMITTEE ON GOVERNMENT OPERATIONS,
Waskington, D.C.

The subcommittee reconvened at 10 a.m., in room 2247, Rayburn
Building, the Honorable L. H. Fountain presiding.

Present: Representatives John C. Culver, Benjamin S. Rosenthal,
Florence P. Dwyer, Clarence J. Brown, and Guy Vander Jagt.

Also present: James R. Naughton, subcommittee counsel, and Wil-
liam H. Copenhaver, minority counsel,

Mr. Founrain. Let the committee come to order and the record show
that a quorum is present.

Under the rules of the House, the Committee on Government Opera-
tions has responsibility for examining the operation of Government
activities at all levels with respect to economy and efficiency. The
committee also has responsibility for receiving and examining reports
of the Comptroller General and submitting such recommendations to
the House as it deems necessary or desirable in connection with the sub-
ject matter of such reports.

These responsibilities insofar as they relate to the Department of
Agriculture and certain other departments and agencies have heen
assigned by the committee to the Intergovernmental Relations Sub-
committee,

The subcommittee hearing today will be concerned with the admin-
istration by the Department of Agriculture of the Federal Insecticide,
Fungicide, and Rodenticide Act. We are particularly interested in as-
certaining the action being taken or planned by the Department to cor-
rect deficiencies cited in the two recent General Accounting Office re-
ports concerning the Department of Agriculture’s administration of
the act.

‘We have with us this morning to testify Dr. Robert J. Anderson,
Associate Administrator of the Agricultural Research Service of the
Department, and Dr. Anderson, I understand you have with you Dr.
Bayley, Director of Science and Education; Dr. Francis J. Mulhern,
Deputy Administrator of the Regulatory and Control Programs;
and Dr. Harry W. Hays, Director of the Pesticides Regulation Di-
vision ; and Mr. Lowell E. Miller, Assistant Director for Enforcement,
Pesticides Regulation Division to supplement you or to be available
for questions by members of the committee.

(1)
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We are delighted to have you with us this morning. Before you
begin your statement, I would like to say for the benefit of the
members of the committee, I will try to develop what has happened
in as orderly a fashion as I can and I will try to stop for an occasional
point to give the members of the committee an opportunity to ask
any questions they may like, but if you have something that you
think ought to be answered right at the point where I am asking
questions, don’t hesitate to interrupt for the benefit of the record.

Dr. Anderson, I believe you have a prepared statement along with
some documentary information which will become a part of the record
along with your statement.

You may proceed.

STATEMENT OF DR. ROBERT J. ANDERSON, ASSOCIATE ADMINIS-
TRATOR, AGRICULTURAL RESEARCH SERVICE, US. DEPART-
MENT OF AGRICULTURE

Dr. Axperson. Thank you, Mr. Chairman. As you indicated, I have
with me this morning Dr. Ned D. Bayley to my left here who is Di-
rector of Science and Education in tf’m Office of the Secretary; Dr.
Harry Hays, the Director of the Pesticides Regulation Division; Mr.
Lowell E. Miller, Assistant Director for Enforcement, Pesticides
Regulation; and Dr. Franeis Mulhern, who is Deputy Administrator
of the Regulatory and Control Programs.

I am the Associate Administrator of the Agricultural Research
Service, having served many years in the regulatory and control ac-
tivities of plant and animal diseases, and I was formerly Deputy
Administrator for the Regulatory and Control Program.

I am pleased to be here this morning to report to you on recent
actions taken by the Agricultural Research Service in two areas of
our responsibility : (1) Improving regulatory enforcement procedures
involving pesticides, and (2) resolving questions of safety concern-
ing certain registered uses of lindane pesticide pellets.

Activities in these areas are administered by ARS according to
the provisions of the Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA). Outlines of our structure and staffing to administer
FIFRA, and our requests for funds to expand the enforcement pro-
gram in fiscal year 1970, are attached to my statement.

The first Insecticide Act was passed by the Congress in 1910, pri-
marily to protect farmers against adulterated or misbranded ma-
terials. The act was replaced and expanded in 1947 by the FTFRA.

The current legislation, amended in 1959 and in 1962, is based on
the concept of protecting the public and our total environment from
possible hazards created by the use of economic poisons. Registration
procedures require proof of the safety and effectiveness of a material
before it is marketed in interstate commerce.

Procedures also require specific label directions and any warnings
that may be necessary for the safe use of the product.

The act covers a wide variety of over 45,000 produets including, in
addition to the originally defined pesticides and disinfectants, such
materials as nematocides, plant growth regulators, defoliants, desic-
cants, and all products used to control or repel pest birds, predatory
animals, reptiles, rough fish, plant diseases, and weeds.
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Methods of enforcing the act and the safety involved in registered
uses of lindane pesticide pellets were called to the special attention
of the Congress E; two reports from the Comptroller General of the
United States. The reports were dated September 10, 1968, and Febru-
ary 20, 1969,

T'he Department of Agriculture was given an opportunity to review
the reports in draft form, and our replies to the U.S. General Account-
ing Office are included as part of both finished documents.

The Department’s comments are contained in letters addressed to
Mr. Victor L. Lowe, of GAO, over my signature as Acting Admin-
istrator of the Agricultural Research Service and dated May 22, 1968 ;
and to Mr. A. T. Samuelson, of GAQO, over the signature of Dr. Ned
D. Bayley as Director of Science and Education and dated November
27, 1968.

I would like to request permission for these two letters to be placed
into the record at this point.

Mr. Fountain. With no objection, they will be admitted in the
record.

(The letters referred to appear in the appendix on pp. 173 and 214.)

The correspondence accurately reflects our position and plans at
the time the reports were made to the Congress. I would like now to
bring our position up to date.

The findings of the GAO report on the “Need To Improve Regula-
tory Enforcement Procedures Involving Pesticides” included these
two important points: (1) Enforcement actions may not have removed
misbranded, adulterated, or unregistered products from the market;
and (2) repeated violators of the FIFRA have not been prosecuted.

In removing violative products from the market, we believe that
recalls by the manufacturer or shipper are the most effective and effi-
cient means. In applying recall procedures, the Agricultural Research
Service requests that the industry member involved voluntarily recall
from the market a product found to be potentially hazardous or seri-
ously ineffective.

Although the FIFRA contains no provisions relating to the recall
of produets, the voluntary action is proving to be highly effective. In
September 1967, ARS made its first request to a manufacturer that a
complete recall of a produet be initiated. Since that time, the recall
system has become an integral part of our enforcement system and
definitive procedures from the Pesticides Regulation Division, 905.002,
“Reeall of Products,” is attached to my statement.

During the first 10 months of fiscal year 1969, 32 formal recall ac-
tions have been initiated at the request of ARS. We believe our recall
program has been an effective means of removing violative products
from the market.

To the extent that recall actions are effective, there will be no neces-
sity to resort to seizure actions. An important aspect of our seizure
activities in the future will be directed toward the removal from the
market of potentially hazardous or ineffective products when recall
action is not effective.

This involves (1) obtaining from the manufacturer or shipper in-
formation concerning all consignees of the violative product; (2) ob-
taining samples of such product at every possible product location;




4

and (3) initiating seizure actions with respect to such product in every
mnstance when supporting data is obtained.

We are now in a much stronger position to insure the removal of
potentially hazardous products from the market.

In our efforts to strengthen the prosecution of violations of the act,
ARS created a new prosecution and import section in December 1967,
The purpose in creating this section was not only to establish more
effective procedures for the handling of prosecutions, but also to focus
attention upon the fact that prosecutions are an important part of
the enforcement program.

‘When we believe eriminal prosecution is necessary, a file is prepared
in the prosecution and import section and the matter is referred to
the Office of the General Counsel of the Department, with a recom-
mendation that prosecution be started.

Present guidelines of ARS for referring cases to the Office of the
General Counsel are as follows: (1) The evidence indicates that the vio-
lation was willful, (2) the violation is of a serious nature and is the
result of apparent gross negligence, or (3) the company has engaged
in repeated violations.

In line with these criteria, we are now putting major emphasis on
starting action against repeated violators. On March 27, 1969, a grand
jury in Chicago returned an indictment against a company and four
of 1its officers. Two additional files have been forwarded to the Office
of the General Counsel with recommendation for criminal action. At
the present time, files relating to alleged violations of the act by ap-
proximately 20 companies are in various stages of preparation.

We recognize the need for greater effort throughout all our en-
forcement, activities if we are to provide proper protection for the
publicin line with the intent of the act.

We are strengthening our staff whenever and wherever possible
within recognized limitations of budget and personnel ceilings. Within
the last 2 months we have added six people to the Case Review and
Development Section, concerned with reviewing all reports from our
laboratories analyzing the products from the field that have been
sampled and tested.

We are continuing to strengthen procedures for registration. We are
evaluating these procedures and upgrading requirements whenever
necessary to make sure that registered products are effective and safe
when used according to directions.

Our approach to the registration of disinfectants is one example of
this effort. We are requiring data on pilot studies made on much
larger batches than the test-tube amounts formerly accepted, presented
in three samples instead of one. Asa result, we are now asking for data
on the product as it will be marketed.

This is part of our concern with new chemicals used as disinfect-
ants—both as to safety and to their effectiveness. In safety precautions,
we are particularly concerned about effects upon young children and
older people as the most susceptible segments of our population.

The remainder of my statement deals with factors invelved in the
second GAO report to Congress entitled “Need To Resolve Questions
of Policy Involving Certain Registered Uses of Lindane Pellets.”

Our position on registered uses of lindane pellets at the time was
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presented in the letter of November 27, 1968, signed by Dr. Ned D.
Bayley, and previously inserted in this record.

Since then, the Agricultural Research Service has taken the follow-
ing actions in an effort to resolve the problem associated with the use
of lindane pellets: (1) arranged a meeting with the medical authorities
who serve as collaborators to the Pesticides Regulation Division, (2)
conducted a study to determine whether lindane would be deposited on
foods and dishes as a result of the operation of a lindane vaporizer,
(3) arranged a meeting with representatives of member agencies of
the interdepartmental agreement, and (4) notified manufacturers that
registration of lindane products for use in vaporizing devices is can-
celed, effective 30 days following receipt of the notice dated April
24, 1969.

Our medical advisers met in New York City, January 7, 1969, to
consider information on lindane provided for them. On the basis of
this information and additional data on studies with lindane, the
collaborators presented a report to ARS concluding that hazards
associated with lindane pellets used in vaporizers constitute an undue
visk to the health of those who may be continuously exposed to the
Vapors.

In February 1969, scientists of the Pesticides Regulation Division
conducted an experiment at the Agricultural Research Center, under
simulated restaurant conditions, to determine whether the use of lin-
dane vaporizers would result in contamination of food. By the end
of 5 days’ exposure, practically all foods, packaged and unpackaged,
contained illegal residunes of lindane.

In the meantime, problems involving lindane pellet registration
needed further attention. The Department of Agriculture arranged
for a meeting of representative members of the interdepartmental
agreement on March 19, 1969.

The agreement, adopted in February 1964, outlines methods of co-
operation on matters pertaining to pesticides by representatives of
three Federal Departments—Agriculture, Interior, and Health, Edu-
cation, and Welfare. At the March 19 conference, it was decided to hold
periodic meetings of a working group from the three Departments to
resolve any continuing differences.

We then reviewed the information provided by the medical advisers,
results of the test for food contamination by lindane vaporizers, and the
exchange of views with representatives of the interdepartmental
agreement.

On the basis of these facts—including the evidence of residues in
food when no tolerance is set for lindane by the Food and Drug Ad-
ministration—we took action to cancel the registration of lindane
products for use in vaporizing devices.

That concludes my statement. We will be glad to answer your ques-
tions at this time.

Mr. Fountary. Thank you, Doctor. For the record would you give
us a brief outline of your background, training, and experience and
then the others, when and as they may answer questions, can do the
same thing.

Dr. Axpersox. I received a degree in veterinary medicine at Texas
A. & M. University in 1935 and went to work for the Bureau of Ani-
mal Industry the same year and livestock disease control work and I




6

am approaching my 34th year of service with the Federal Government.
I served in Mexico on foot and mouth disease work, and came up to
where in 1961 I became Assistant Deputy Administrator for Regula-
tory and Control Programs which was responsible for the five regu-
latory divisions of the Agricultural Research Service. In 1963 I became
the Deputy Administrator and I served in this position until 1966.
Since 1966 I have been Associate Administrator of the Agricultural
Research Service, which conducts research as well as administers
regulatory programs.

Mr. FounraiN. Thank you. Right at the outset I might ask what
might be described as a summarizing question before we proceed with
the questioning.

Do you find any fault with the September 10, 1968, and February 20,
1969, reports of the Comptroller General?

Dr. AxpersoN. No, sir. On the contrary, we found these reports
to be very helpful to us in carrying out our responsibility in adminis-
tering the act.

Mr. FounTAIN. So you are in the process of trying to comply with
the recommendations which they make in that report?

Dr. Axperson. Yes, sir,

Mr. Founrain. I have a number of questions I would like to ask.
If any question I ask you might be more appropriately answered by
one of your colleagues, I hope they will feel free to go ahead and sup-
plement or reply to the question.

If there is no objection, the two General Accounting Office reports
which we will be discussing today will be made a part of the com-
mittee hearing record.

The reports referred to appear in the appendix on pp. 141 and 181.)
1 1 I Pl Pl

I think it would also be helpful to include in the record the supple-
mental material submitted to the subcommittee by the Department
of Agriculture for the hearing. In this connection, where detailed
information has been supplied for the record that may be responsive
to a question, it would be helpful if the witness would so indicate and
eliminate unnecessary details from his answer insofar as feasible.

(The supplemental material referred to appears in the appendix
on p. 241.)

Mr. Fountaix. Dr. Hays, I note that you approved the memo-
randum attached to Dr. Anderson’s statement which sets forth the
procedures for recall of products. When did you approve it?

Dr. Havs. April the 25th, I believe.

Mr. Naverron. Excuse me, Dr. Hays, that is the date that the
memorandum bears. T assume it was sent to you for approval at that
time. Do you recall the date that you actually aflixed your signature
to it approving it?

Dr. Havys. May the 5th.

Myr. Naveuron. That would be Monday of this week then ?

Dr. Havs. Yes.

Mr. Fountaiy. Do you recall when the GAO review of your en-
forcement procedures began ?

Dr. Hays. As I recall, they began about October or November of
1966.
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Mr. Fouxtain. Doctor, before proceeding further, I wonder if you
would give us for the record a brief statement of your background
of training and experience. .

Dr. Havs. I was a graduate of Franklin Marshall College with &«
B.S. degree in 1933, a master of science degree from Princeton Uni-
versity in 1937, doctor of philosophy degree in 1938 from Princeton
University. I was assistant to the director of research for the Ciba
Pharmaceutical Co. in Summit, N.J., from 1938 to 1948. I was asso-
ciate professor of pharmacology at Wayne State University College
of Medicine in Detroit from 1948 to 1957. I was Director of the Ad-
visory Center on Toxicology for the National Academy of Sciences,
National Research Council, Washington, D.C.. from 1957 to 1966, and
from 1966 to the present time, Director of the Pesticide Regulation
Division, Agricultural Research Service.

Mr. Fountain. Before asking you for that information I believe
I asked you when the GAO started its review of your enforcement
procedures and you replied in October of 19667

Dr. Hays. I think the latter part of 1966.

Mr. Founrtain, We have information indicating May or June of
1967. T just want to correct that for the record.

Dr. Havs, It was shortly after T came to the Division.

Mr. Fouxraix. Then this was a preliminary investigation before
the actual investigation and full investigation started ?

Dr. Havs. Yes.

Mr. Founrarn. According to the statement, the first request by the
Agricultural Research Service for recall procednres was made in
September 1967, Does that mean that until September of 1967 no
use whatsoever was made of the recall procedure?

Dr. Hays. That is correct.

Mr. Fountain. In other words, during the 20 years from 1947 when
the Federal Insecticide Act became law to September of 1967, no use
was made of the recall procedure?

Dr. Hays. As far as I am aware, no.

Mr, Fountamx. And even though it is your own belief according to
your statement, Dr. Anderson, that the recall procedure is “the most
effective and eflicient means” for removing from the market products
which violate the act, no action had been taken to recall any of these
products?

Dr. Axpersoxn. No, sir; this is based on the lack of authority in the
act providing for the recall action.

Mr. FounTain. Now, you have put into effect recall procedure ?

Dr. Axpersox. It is a voluntary recall procedure that is working
quite well.

Mr. Fouxtarx. You do have seizure authority ?

Dr. AxpERsoN. Yes.

Mr. NaveuroN. Doctor, you have no more specific legal authority
for recall action now than you had 20 years ago when the act was
passed ?

Dr. Axpersox. No, sir; that is correct. This is part of our redirection
of enforcement activities. We believe it is a step in the right direction.

Mr. NaveuTox. So you really cannot blame deficiencies in the law for
the 20-year void in recall procedures?

Dr. Axpersox, No.
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Mr. Founrarn. I wonder if you could explain to the committee just
why it took the Department this long or why nothing had been done
in terms of recall procedures prior to September 1967 ?

Dr. Anperson. Mr. Chairman, unfortunately, those that were in
control during all that time are not present here this morning.

Mr. Fountarw. I understand that and I understand 41l of you are
not responsible for everything.,

Dr. Axprrson. We had relied quite heavily upon the citation provi-
sion of the act to bring about corrective means or compliance with the
act. It has proved very useful but we found through experience that
it was not sufficient to bring about corrective action where it was
absolutely necessary. In ihe absence of recs!! <uthority, we have had
to rely upon our seizure authority to remove products that are in
violation from the market. That is a rather cumbersome legal proce-
dure as you can expect.

It requires multiple seizures wherever the product is found. It would
not apply to a seizure that could be applied nationwide.

Mr. Fountain. Then are you saying that you probably overrelied
upon the citation provisions of the law ¢

Dr. AnpersoN. Our experience has shown that the recall is a more
effective method for removing products in violation of the law.

Mr. Fountarn. Is it true that the Insecticide Act is patterned sub-
stantially after the Food, Drug, and Cosmetic Act, which is admin-
istered by the Food and Drug Administration?

Mr. Axperson. Basically, that is correet, sir.

Mr. Fountay. Do you know how long FDA has been using recall
procedures?

Dr. Axpersox. No, sir; I donot.

Mr. Founrain. Mr. Naughton, do you know ?

Mr. Naverron. No, T do not. Is there a gentleman from FDA here
who could give us that information ¢

Dr. Axpersox. Les Ramsey of the Food and Drug Administration
was here.

Mr. FounTarn. Mr. Ramsey, could you, by chance, tell us on what
date FDA started using recall procedures?

Mr. Ramsey. T am sorry, I do not have the information.

Mr. NavauTon. Do you know approximately ? Has it been more than
10 years ago?

Mr. Ramsey. I would say so, yes. I can supply the information.

(The Food and Drug Administration subsequently advised the
subcommittee that FDA has been using recall procedures since at least
1937.)

Mr. Founrain. Thank you. I might add that FDA has no specific
statutory authority for recall either.

What is your opinion, Doector, as to the effectiveness of seizure as
you utilized it in removing potentially harmful products from the
marketplace?

Dr. Axperson. Mr. Chairman, it was effective in removing those
products found to be in violation of the act. Experience has shown it
18 not as effective as the recall action in removing them. You can
understand that is the reason we are placing greater emphasis on the
recall procedure than the former reliance placed on seizure as a means
of removing them from the marketplace.
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Mr. Fouxrtain. When your inspectors found a potentially harmful
product in a retail establishment, did you, in addition to seizing the
product of that particular establishment, customarily examine the
manufacturer’s records to ascertain how many other interstate ship-
ments of similar products had been made and where they were located
so you could seize them ?

Mr. Mitier. Mr. Chairman, do you want a brief biographical
sketch ?

Mr. Fountain. Yes.

Mr, MiLrer. My name is Lowell Miller. I graduated from the Uni-
versity of Iowa Law School in 1948. Following passage of the Iowa
bar, 1 accepted a position with the Office of the General Counsel,
U'SDA. in November of 1948. For the first conple of years I did work
for the Rural Electrification Administration; following that, my work
in the General Counsel’s office was related to a wide variety of regula-
tory statutes. During the last 10 years or so that I was in OGC my work
was primarily that of trial attorney under the Packers and Stockyards
Act, trade regulation work. I was also responsible for the legal work
under the Federal Insecticide, Fungicide, and Rodenticide Act.

In February of 1963 I transferred to the trial staff of the Federal
Trade Commission and I was on the trial staff of the Federal Trade
Commission until May of 1967 when I accepted my present position as
Assistant Director for Enforcement, Pesticide Regulation Division,
ARS.

Mr. Fouxtain. What year was that when you came ?

Mr. MirLer. May 1967.

Mr. Founrtain. Now, you may proceed to answer the question.

Mr. Mrirer. I believe your question, Mr, Chairman, was did we,
customarily, when a lot of a violative product was sampled, go to the
records of the company to obtain product location data?

Mr. Founrtain, Right.

Mr. MmLer. You are referring to past activities

Mr. Founrain, Yes.

Mr. Mricrer. The answer is “No.” It was not ordinarily done; no, sir.

Mr. Founrain. Was it ever done that you know of ?

Mr. MiLrer. Not that T am aware of at least on a routine basis.

Mr. FouxraiN. Does anybody else know whether that was ever
done?

Dr. Axpersox. I believe your question, too, sir, was centered around
a hazardous product.

Mr. FounTaix. Potentially harmful.

Dr. Axperson. Do we have any information on a case of that kind,
Mr. Miller?

Mr. Mirer. Yes, there have been instances. T am trying to recall
some specific instances where, on a potentially hazardous product,
efforts would have been made to obtain data concerning more than
one produet location. But T will have to say it was not done on a regular
basis.

Mr. Founrain. In any event, if seizure was made of a product in
one location and no effort was made to ascertain other locations where
the produet might be found—and they might be found in countless
places—the seizure would be effective only with respect to that par-
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ticular location and the same product would continue to be sold at all
of the other locations?

Dr. Axperson. We would be glad to search our records and submit
for the record, Mr. Chairman, any information we have on that subject.

Mr. FountaIn. All right.

(The information referred to follows:)

The Department of Agriculture subsequently reported that it had located two
instances in which multiple seizures had been made prior to 1967, one in 1962
and the other in 1963,

The 1962 seizures involved a product called Steri-Fleece, manufactured by
Calusa Chemical Co., Inc., Los Angeles. Seizure actions were taken at four
locations and resulted in a total of one 150-pound, five 100-pound and 14 50-
pound drums of the produet being removed from the market. Although copies of
certain shipping records were obtained from the manufacturer, USDA did not
know whether the amounts seized represented all quantities of the violative
product being marketed.

In 1963, a total of three 30-gallon, 135 5-gallon and 61 1-gallon containers of
E-Z-Flo Dairy and Livestock Spray were seized from eight different locations.
This product was manufactured by the Stauffer Chemical Co., New York City;
however, Stauffer Co. records were not examined.

Mr. Browx. Mr. Chairman, may I ask a question at this point?

Mr. Founrain. Yes.

Mr. Browx. Do you also have any record as to whether or not the
Agriculture Department had been in a position of actively advocating
the use of products which an agency of the Department has seized?

Dr. Axperson. Mr. Congressman, the Agriculture Research Service
has—or the Department has two basic functions; one of conducting
research and recommending pest control practices—effective pest con-
trol practices to the farmer. This involves many chemicals, many
formulations, and many types of pest controls. We also have the re-
sponsibility for the registration of the Federal Insecticide, Fungicide,
and Rodenticide Act. These two activities are totally unrelated and
the recommendation of the Department is not tied in with the act ex-
cept that the recommendation must be a registered use with this agency.

So, to answer your question, I am not aware of any product that
was involved. 1t could have been but it is not a case of us sponsoring
a product, per se. We have no interest whatever in any particular
product. If it is safe and effective, the Department will recommend
it as a pest control measure. If it is not, it will be the first to remove
it from its list of recommendations along with the cancellation pro-
cedures of the Pesticide Regulation Division.

Mr. Brow~. Could I pursue that just a moment, please?

Mr. FounTar~. Yes.

Mr. Brow~. My question is whether the Agricultural Research
Service, as the branch of the Department of Agriculture which is
charged with the checking of products as to their safety and efficacy,
when it finds a product which is disapproved, notifies any other branch
of the Department of Agriculture which might be in the process of
encouraging or advocating the use of the product by farmers or rose
growers or whatever it might be ?

Dr. Axperson. Yes, sir, very much so. We work very closely in the
registration branch of the division and with extension people, and
our research people when registered uses are canceled. There was
the ease of heptachlor and dieldrin used on certain crops such as
alfalfa which would result in illegal residues in the milk. We im-
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mediately notified the Extension Service. They got word out to all
the agents. We put out press releases. So, we used all of the available
news media to inform the farming community of these changes in
registration,

We will be glad to give a description of the action, for the record,
to show steps taken by the Department to inform the public.

(The following statement was subsequently supplied:)

Typre oF AcrioNn To InvorM THE Punric ANp FARMING COMMUNITY OF
CHANGES IN REGISTRATION

When it is necessary to eancel or amend certain registered uses, the registrant
is advised of sueh action as required by the act. A notice is prepared and
distributed to all registrants as well as State regulatory agencies announcing
the nature of the action. This is accompanied by a press release prepared by
the Information Division,

If the use pattern involves food or feed crops as listed in the “USDA Summary
of Registered Agricultural Pesticide Chemical Uses,” an amendment to reflect
the change is prepared and distributed to all holders of the summary. This
information is made available immediately to the FES and others concerned
with the recommendation and use of pesticides,

Mr. Brows. Maybe we can pursue that when we get to more
."]H'l'”.l.f' products,

Mrs. Dwyer., Dr. Anderson, aside from the testing of products,
seeking registration, what actual criteria does ARS use to test prod-
ucts already on the market to determine whether they are mishranded,
adulterated, or nnregistered? Who do you depend on for this infor-
mation?

Dr. Axperson. We have a series of laboratories of our own located
at different points in the United States. The laboratories test and
analvze samples collected by their field inspectors. I will be glad for
Dr. Hays to comment on that further, if you wish. :

Mrs. Dwyer. Yes, I would like to have him do that.

Dr. Hays, We have five analytical chemical laboratories to which
these samples are submitted for chemical analysis. The results of
their analysis are then referred to the Washington office for review.
We have also six biological laboratories in entomology, plant biology,
bacteriology, pharmacology, and toxicology. Many of these products
are referred to these biological laboratories for testing to see whether,
in fact, the product is effective when used in accordance with the
directions.

Mrs. Dwyer. Do you coordinate your work with the Public Health
Service and the Food and Drug Administration; and have you any
general coordination or communication arrangement relating to the
work you do?

Dr. Axperson. We have the interdepartmental coordinating agree-
ment, Mrs. Dwyer, which was entered into between the Department of
HEW, Agriculture, and Interior. This agreement provides for USDA
to forward all applications for registration to HEW and to the De-
partment of Interior for their advice and recommendation relative
to hazards, if any, to fish and wildlife and for human health problems.

Their advice and recommendations are considered and weighted
earefully in connection with the deecision to register or refuse registra-
tion of a produet.

Mrs. Dwyer. What about the case of lindane, for instance?

Dr. Axperson. Lindane was originally registered in the early 50’s
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with the concurrence of HIEW. This was based on the data submitted
by the registrant pertaining to safety.

Later there were some misgivings about this registered use in which
they concurred. We took the position that if we could obtain addi-
tional data that would support the misgivings, we would act imme-
diately. But the data supplied with the 11}plu"rtlnn for registration
and the basis for their original concurrence seemed to have been
adequate at that time and no new information became available that
would warrant our changing the registration.

Mrs. Dwyer. Have you ¢ i anged your opinion now ?

Dr. Axperson. We have, yes, ma’am.

Mrs. Dwyer. After these hearings were announced or before?

Dr. Axperson. We have already taken action on this product, as we
mentioned earlier, to cancel the registered use. This was based on sev-
eral actions.

First, with some additional information published in 1967 showed
that lindane residue would accumulate in tissues of animals exposed to

vapors. Also, some additional studies showed that people suffering
from malnutrition would be more susceptible to the toxic effects of
lindane.

Also, we conducted some experimentation of our own at our Belts-
ville Research Center under simulated restaurant conditions. In these
tests we found that the registered nse would result in the presence of
illegal residue on food, on cooking utensils and meat preparation
counters. We made the determination that the direction for use was
not adequate to prevent the illegal residue, There is no tolerance for
lindane residues associated with the use. Therefore, it would be in vio-
lation of the act. In a combination, this information was the basis for
our moving against the lindane vaporizing pellets,

Mrs. Dwyer. Didn’t you have this information 2 years ago, Dr.
Anderson?

Dr. A~xperson. No.

Mrs. Dwyer. I thought you said 1967,

Dr. A~person. Part of the information in the journals was available
at that time but tests simulating the restaurant conditions were con-
ducted in February of this year. . This showed that contamination was
oceurring.

Mrs. Dwyer. Thank you, Mr. Chairman.

Mr. Founrain. I notice, Doctor, the 1966 Agriculture Yearbook con-
tains an article prepared by ARS desc 11|\mn' enforcement of the act,
and on page 279 this statement is made, and I quote :

That ageressive enforcement action to take dangerous pesticides off the market
has been a significant part of the protection being given the public.

I guess if you had it to do over again you probably would not char-
acterize what you were doing in 1f 66 as aggressive enforcement
action,

Dr. AxpersoN. As compared to the action we are taking today,
would say it is a rather poor choice of words.

Mr. Navenron. To get this straight, in 1966 and prior thereto, is
it correct that your normal procedure when your inspectors f.m'm a
sample of a product which was in \memn of the act and which
might be dangerous and potentially harmful in a retail establishment,
the procedure followed was to seize the product in that particular
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retail establishment and if this was one of 50,000 retail establishments
which had received that potentially harmful product it would be seized
at one establishment and remain for sale without interference by ARS
in 49,999 other establishments? Is that accurate?

Dr. Axpersox. I believe I answered the chairman. We would have
to check to see how many multiple seizures that we did initiate where
there was evidence of a hazardous product on the market. We do not
recall any here, but we will check it.

(The information referred to appears on p. 10.)

Mr. Navenron. We have the assembled heirarchy of the Agricul-
tural Research Division here, the experts in this field, and not one of
you, if I am correct, can recall a single instance in 20 years from
1947 to 1967 in which you went to the records of the manufacturer
to establish where other supplies of a dangerous produet, potentially
harmful product, was so that you could seize it ?

Dr. Axperson. We would have to first assume that testing did re-
veal a hazardous product on the market.

Mr. Navenron. Well, a product in violation, whether it was
hazardous or ineffective. My question is, can any of you at this table
recall a single instance in 20 years where you went to the records of
the manufacturer to find out where additional supplies of that produet
were located for sale so that you could take it off the market com-
pletely rather than simiply at one retail establishment

Dr. Axperson. We do not recall any instance where we went directly
to the records of the company. Whether we made multiple seizures in
this connection, I cannot say.

Mr. Naveurox. You are familiar with the findings of GAO as to
1966 ? '

Dr. Axpersow. Yes.

Mr. NaveuroN. And they found you made 106 seizure actions in
fiscal 1966 and that 22 of those seizure actions resulted in no product
being seized because it had either been sold or disposed of by the
time your seizure became effective, and the other 84 involved 79 dif-
ferent products at only 80 different locations. Isn’t this a clear indica-
tion that in 1966 you were seizing only at the one establishment where
vou found a violative sample?

Dr. Axperson. Yes, sir. If T may, Mr. Chairman, comment on this,
In 1965, the Department was really concerned about the administra-
tion of our Federal Insecticide and Rodenticide Act. The Seeretary
established a task force to look at the organization and the activities
of the Pesticide Regulation Division to determine if it was adequately
organized and properly functioning to adequately administer the act.

This task force was headed by Dr. Hays. It made many recom-
mendations, some of which were contained in GAQ reports from
similar recommmendations. Tt was at that time we began our efforts in
taking action to strengthen the Department’s administration of the
act. We admit that there were deficiencies in the way it was adminis-
tered. Not the act, but the way it had been administered over the vears.
But, presently we believe that we have a program under which that
will bring about effective administration.

Mr. Naverron. Doctor, T am sure your statement indicates some sig-
nifieant improvements that are being made,




14

C'an you think of any significant improvements which were initi-
ated prior to the time the GAQO began its study in 1966 or 1967 %

Dr. A~xperson. Yes, sir. It deals with the total division activities.
Following this task force report, we brought aboard a new director
who is Dr. Hays. We reorganized the division, giving greater emphasis
to eriteria of safety used in the registration process. We set about
reorganizing field forces. We requested additional funds to add to our
inspection staff in the field and all of these were in the period of de-
velopment at the time of the GAO report. But, the report has been
effective in helping us,

Mr. Brow~. Would you yield on that point ?

Mr. Naveuron. Yes.

Mr. Brow~N. How much money was being spent annually up to 1967
by the ARS ? What was their budget for operations?

Dr. Axpegsox. I don’t have it for 1967.

Mr. Broww. I want to know before the recall procedures were insti-
tuted.

Mr. Anpberson. 1968 is the latest we have available right here, Mr.
Congressman. We would be glad to furnish it for the record. We have
gotten increases somewhere in the neighborhood of $400,000 to $500,000
a fiseal year during this period.

(The information furnished follows:)

U.S. DEPARTMENT OF AGRICULTURE—AGRICULTURAL RESEARCH SERVICE

FEDERAL INSECTICIDE, FUNGICIDE, AND RODENTICIDE ACT
Funds
Fiscal year: available
SAR0, H00
D87, 600
508, 000
617, 000
617, 000
659, 300
757, 400
, 012, 600
166, 300
166, 300
1, 364, 000
1, 479, 600

3, 284, 400
e 3,644, 500
3, 906, 100
Mr. Brown. What is it for 19682 I am curious to get in the realm of
what figure was being spent by this agency.
Dr. Anperson. About 83 million in 1968, and 1967.
Mr. Brown. In previous years it ran around $3 million, previous to
19672
Dr. Anperson. In 1964 and 1965 we did get some increases which were
used for two purposes. We have added 11 inspectors in the field force
and we have strengthened our registration activities to take care of the
tremendous backlog that we had there.
Mr. Navenron. Doctor Hays’ study was made, I understand, in
19657
Dr. Axperson. Yes, sir.
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Mr. Navenron. And as of the end of 1966 you did not have any
procedures in effect, did you, which notified your inspectors that if a
dangerous product or a harmful product were found or a potentially
violative product, that multiple seizures should be undert aken or they
should go to the records to find out. Weren't their instructions simply
to seize the products where they found them?

Dr. A~xperson. That is correct, sir.

Mr. Fouxrary. In your statement, Doctor, you indicate that 32
formal recall actions were initiated during the first 10 months of fiscal
vear 1969. I wonder if you would give us some details as to the nature
and the amount of products from the market through these recall ac-
tions? I think you can give us a brief description at this point with full
details for the record but I would like for you to give some details on
the more significant ones,

Dr. Axperson. Mr. Miller has the data summarized.

Mr. Fountaiw. All right. If you have somebody else better prepared
to do this—did you hear the question ?

Mr. MirLer. Yes, sir. You want me to summarize several significant
actions?

Mr. Founrarx. Yes, and then supply for the record the details on all
the recalls.

Mr. Miuier. All right. Our records are complete with respect to 22
of these recall actions. Our records show that more than 1,500 poten-
tial product locations were contacted or surveyed by the manufacturer
as a result of these recall requests.

Now, these recall requests run all the way from a product of very
limited distribution to a product of national distribution. We are very
oratified by the results which we have achieved in both these areas.

In one recall sitnation we obtained samples of two different batches
of a product which was detemined to be completely ineffective and we
initiated formal recall procedures; that is, we made a formal request to
the manufacturer to initiate recall procedures. Subsequent to that
initial recall request, we obtained additional samples while the initial
recall was going on. These additional samples showed, as I recall, that
five additional batches of the product were likewise ineffective, so we
at that time requested the manufacturer to make a complete recall of
the product. I believe 846 product locations were contacted by the
manufacturer and in excess of 17,000 pounds of the product were
recalled.

In another situation our test of a product showed a disinfectant to
be, in our opinion, ineffective, and the company was requested to recall
not only the produet which it manufactured under its own label but the
same formulated product which it manufactured under labels for
others.

The company immediately put a stop order on this product and con-
tacted 84 of the direct consignees of the product. Our interim report
shows that the product was returned or removed from approximately
50 product locations. This involved more than 6,000 cases of the prod-
uet or, in terms of units, 76,950 units of the product.

To give you one example, sir, of a recall of a product of limited dis-
tribution, as compared to seizure actions, one of our inspectors came
across a shipment or a lot of 25-percent parathion product which bore
no warning or caution labeling whatsoever. This was a small lot of the




16

product. We requested the manufacturer to initiate recall procedures
and, in connection with our normal supervision of the recall the super-
visory inspector checked the records of the company, first of all, to
determine whether or not there were any additional shipments, or
could be any additional shipments, of the same type of produect
outstanding.

He determined that this was the only lot of the product in this cate-
gory and he also, in addition to making a record check, made a physical
inventory check of this company’s products and found additional units
of this product which were improperly labeled, which were taken out
of channels of trade.

In connection with his record check it was also determined that this
product was manufactured by another manufacturer. So we went to
that manufacturer’s records to determine whether or not additional
lots could have been moved into channels of trade. Our findings were
negative in this instance, also, from the standpoint of additional ship-
ments. T mention that merely to give you an example of the thorough-
ness with which we are checking records and making physical inven-
tories of products in connection with our recall procedures.

Mr. Founramy. Will you supply for the record details in connection
with the recalls?

My, MiLLEr. Yes, sir.

(The information requested appears in the appendix on p. 245.)

Mr. FounrtaiN. The fact that you established so many locations
where the products to which you have referred were found is a pretty
good indication of the complete ineffectiveness of your seizure pro-
cedures in the past, isit not?

Dr. Axpersox. Yes.

Mr. Naverron, Mr. Miller, how dangerous is parathion?

Mr. Brow~. And what is it used for?

Mr. Mmrer. I believe Dr. Hays, as a toxicologist, can answer that
question much better than I can.

Dr. Hays. It is used in a variety of insect control problems. It is
classified as a highly toxic material. It is what we commonly refer
to as an organophosphate. Its principal action is to depress the
cholinesterase level of the blood. In doing so, it exerts its cholingeric
effects. It can be reversed by the use of an antidote. It is labeled as a
highly toxic material with danger, skull and crossbones, poison, and
all of the precautionary statements necessary to protect the user if
it is used in accordance with the directions.

Mr. Browx. Is it commonly used as a household insect repellant?

Dr. Havys. It is for agricultural uses.

Mpr. Browx. On field erops?

Dr. Havys. Yes. It is not registered for home use.

Mr. Navenron. This could be fatal if someone got some that wasn't
properly labeled and didn’t follow directions ?

Dr. Havs. Yes.

Mr. Browx. May I pursue the use of it? Have studies been made to
determine whether there is a residual effect in the crop or in the soil
through usage of the parathion ?

Dr. Hays. This is not one of enr groups of persistent insecticides. It
18 one of the rapidly hydrolizing or degrading compounds. It has been
studied on residues in soil, in crops, but as I said, it is not in that
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category of the long persistent pesticides such as the chlorinated com-
pounds.

Mr. Brown~. Does the package ordinarily contain instructions for
apBIi('ntinn and limitations on use ? y

r. Havs. Yes. When tolerances have been established for any par-
tieular crop for any compound it has directions for use, such as do not
apply 30 days prior to harvest, or whatever it might be.

Mr. NavenTon. Some of the products, of course, which are regis-
tered are highly dangerous if misused or inhaled or if put on the skin,
and so forth, are they not?

Dr. Hays. Yes.

Mr. Naverton. Didn’t you have one product that you took off the
market a few years back because it caused a number of deaths of
children? I am speaking of thallium.

Dr. Havs, That is correct.

Mr. Navenaron. Could you tell us about that situation ?

Dr. Hays. Well, there had been a number of reports of accidents
and deaths associated with the use of thallium sulphate. It is and has
always been looked upon as a highly toxic compound, but it was felt
that it could be used safely and it was registered.

Experience showed, however, that the directions for use were not
adequate to prevent the kinds of accidents that were occurring from
home use.

Mr. Browx. The nature of the use, please?

Dr. Havs. It is used in homes as rodent control. The formula which
was used, the paste, made it available for children to pick up the paste
and to eat it, which resulted in some cases of injury and death. The
Department, then, on the basis of these findings took action to cancel
the use of this product.

Now, our action was based, I'm sure, on the premise that the can-
cellation of this product would prevent the continued proliferation of
the product in interstate commerce and indeed this is precisely what
happened.

8111' records by our inspectors, who have been making a continuing
review of any available thallium on the market, have found only an
occasional lot or lots of thallium. The records indicate that the ship-
ments had not been made after 1965 or after the cancellation. So, we
believe that we have given the public protection by the cancellation.
We did not make any attempt to withdraw the materials from the
market on the premise that I just stated, that the cancellation would in
itself prevent the continued proliferation and thus a phasing out, a
dilution and finally disappearance.

Mr. Fountarn. When was that cancellation, Doctor ?

Dr. Hays. That was in 1965.

Mr. Navenron. How many deaths do you know or estimate resulted
from thallium?

Dr. Havs. I do not have that information, sir.

Mr. NaveuTon. Would you say it is probably over 1007

Dr. Havys. I just do not recall that particular bit of information.

Mr. NaverTon. Does anyone have any statistics on that?

Dr. Axperson. We have some data in the Division that was based
on records of the report and control centers of the Public Health
Service that we could get.




(The Department of Agriculture subsequently provided the follow-
ing statement :)

StaTistics o8 THALLIUM ProDUCTS

The Pesticides Regulation Division, Agricultural Research Service, has no offi-
cial statistics on the number of deaths due to thallium. We have acquired certain
information regarding aceidents involving thallium products. The primary source
of this information is the Public Health Service, Division of Accident Prevention,
Poison Control Center. Based on this information, the total number of accidents
attributed to thallium products is approximately 400 during the period 1962 and
1963.

Mr. Navenron. Most of these deaths would be children, of course ?

Dr. Axperson. Yes.

Mr. Browx. There is no deteriorating effect implicit in thallium as a
product, is there? T want to be sure I understand what you mean by
the phasing out of this as a danger. Ave you suggesting that it is a
dangerous product left on the shelves but eventually it will be used
up as a dangerous product and therefore there will be no more danger-
ous products left on the shelf; or are you sugegsting that it is a product
on the shelf that 6 months after it gets on the shelf it is no longer
dangerous?

Dr. Havs. No: I do not know the precise period of stability of this
material. I suppose it is stable for a long period of time. But the quan-
tities that apparently are on the market are relatively small and the
cancellation was not based on any imminent or immediate wide seale
deaths, They were very localized, as I recall, and indeed, with all of
the materials that had been marketed up until that time it is quite ap-
parent that it could be used safely and hag been used safely by many
people; but because of the inherent danger we felt the necessity to no
lonaer permit the continued registration.

Mr. Browx. Was this a danger that arose from improper use through
ignorance or was the package label such that improper use would have
had to be in comnlete contradiction to the advice on the nackage label ?

Dr. Hays. T presume that a good deal of that is improper use, even
though the directions were adequate if followed, but obviously they
were not being followed.

Mrs. Dwyer. Would the gentleman yield ?

Mr. Browx. Yes.

Mrs. Dwyer. Were any deaths of children reported after 19657

Dr. Hays. T know of no reports of any deaths of thallium in 1965
or 1966. T have seen no reports of any deaths.

Mr. Fouxtamn. In other words, you feel that the precautions you
are taking now are adequate to prevent this sort of thing from hap-
pening again?

Dr. Havys. T hope so.

Mr. Fountary. In order to spotlight the importance of it, T might
read some excerpts from the GAO report. The report says on page 11:

In June 1960, ARS took action to limit the thallium content of prodnets in
an attempt to reduce the possibility of fatal aceidents associated with the nse
of such produets. In spite of the limitation. deaths continued fo ocenr as a
result of aceidental ingestion of the produets. In addition, statistics of the Public
Health Service indieated that there were about 400 reported cases of thallimmn
poisoning of children during 1962 and 1963,

On August 1, 1965, ARS notified -manufaeturers, formulators, distributors.
and registrants that the registrations of products containing thallinm were heing
canceled. The eanecellations involved 45 registrants and 58 thallinm products.
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According to ARS, the action was taken as a result of the continuing number
of aceidents associated with the general use of the produects. The effective date
of the cancellation of the registrations of the products containing thallium was
30 days after the registrants received the notice of August 1, 19635,

Our review showed that the action in August 1965 to cancel the registration
of the products involved was not supplemented by action to obtain information
on the quantities and locations of products that had previously entered market-
ing channels. We found that, subsequent to the cancellation of the registrations,
thallium products continued to be available for public consumption and that
efforts ARS made to protect the public, such as attempts to locate thallinm
products, were being made without knowing the locations or quantities of the
products involved. We found also that a product containing thallium was still
available to the public in Janunary 1968 and that the extent and duration to
which such products remained available to the public were unknown.

The report continues discussing this but I read it simply to indi-
cate the difficulties you evidently have had in getting this product from
the market and the dangers that were involved and the lack of ade-
quate procedures at that time.

Mr. Browx. Mr. Chairman, could we also ask for some indication of
how that product was labeled? Do you have a sample of the label that
was required on the products that contained thallinm?

Dr. Hays. We can supply that to you, sir.

Mr. Brown. Could you give me any generalized idea of what that
might say from your memory ?

Dr. Hays. Well, from the category alone, for highly toxic materials,
there are certain things that must appear on the label of all products
bearing this kind of danger,

In other words, if it is Tﬂghly toxie, it must bear the term “highly
toxic, poison, skull and crossbones,” and the precautionary state: wents
in its use, “avoid contact with the skin or avoid ingestion® or whatever
it may be. 1 do not recall precisely what is on that label.

Mr. Vaxper Jaer. Mr. Chairman, associated with that point, in your
concern about the safety precautions and its possible effect on young
children, does your authority include the right to speeify the type of
container, how easy it would be for a child to get at it, or is that outside
your jurisdiction ?

Dr. Hays. We are very much concerned, Mr. Congressman, on this
matter of containers. Indeed, we have taken very forceful action in
regard to a number of products that had been registered over the years
that we now regard as “attractive nuisances,” things that we are fully
convinced, in our present methods of living, have no place in the home;
products of pesticides that are marketed in what we call little cartons
in the shape of a garage or a church with a steeple, inside of which is
a highly toxic poison.

These have been eliminated and are continuing to be eliminated from
the market under provisions of the act. We consider this a very impor-
tant part of our registration program. We look at any new registration
and ask how the produect is to be marketed. in what form, and in what
package.

Mr. Browx. I have here a package that is called Antrol, and appar-
ently it is some kind of a product that has to be put on the floor. Tt is
called an ant trap, and I notice that on the top of the package there is
nothing but the name of the produet. It says, “Ant trap kills ants.”
Then on the side, in letters that I would assume to be about the size of a
normal newspaper type, it says “keep away from children and domestic
animals.”
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It strikes me as a little difficult to do that if you place it on the floor.
But then on the back in red ink is the name of the product in about
48-point type and in 12-point type is the word “Poison™ and a little
skull and crossbones, and then an antidote in very small type with
capitalized letters, “Call physician immediately” and a warning about
cumulative effect, about rubbing in the eyes and on the skin, but this
warning is not nearly as prominent as the money-back guarantee if
you are not satisfied with the product, and again with the name of the
manufacturer and the guarantee that it will kill sweet ants and grease-
eating ants, ;

Now, my question is whether or not there is any effort in any of
these products to set standards concerning the labeling required on a
dangerous product as it is used or on the package and I presume in this
case the back of the device by which this is hung on the counter would
have to qualify as a package.

I assume this product contains thallium and that it has been taken
off the market altogether.

Dr. Hays. That is right.

Mr. Broww. But is there any size requirement on the label of the
poisonous or dangerous product, or concerning a warning to keep
away from children and domestic animals or the antidote or anything
like that?

Dr. Hays. Yes, Mr. Congressman. We do have requirements for
certain type size for certain size containers. But more than that, we
are very much interested in this matter of labeling, what we would
call the adequacy of labeling. We are concerned about any accidents
that ocenr with pesticides. It disturbs me when it might have been

prevented by better labeling. So, we have asked the University of
INlinois to make a very indepth study of the adequacy of labeling: to
go back and review the history of labeling and then to see by a wide
audience })a.rticipation what labels mean to many people.

When this study has been completed, which ought to be within this
next year, I hope that we may certainly correct a lot of the things that
you have mentioned in the type size and where things should be
placed on labels and what we can do to prevent any accidents from
oceurring.

Mr. Browx, This is after you discover that the product is dangerous
if used or ingested in some way other than to destroy the ants or the
insects or the rodents or the fungi that it is aimed at. But how do you
discover whether it is dangerous if used in an improper way ?

Dr. Hays. Well, of course. We rely on our continued surveillance
of our pesticide program and reports of any incidents, whatever type
of :lm‘i{{cnt—

Mr. Browx. In other words, if there is an accident, if somebody dies
from eating this, then you check the product ?

Dr. Hays. Not if anybody dies, necessarily. For any accident that
is associated with any pesticide we have a complete review by a group
that T have assigned to this task. It is their responsibility to review
every accident, regardless of what it is, to determine what the cause
may have been and what we could have done to prevent it perhaps
through labeling, whether it was an accidental ingestion, whether it
was a suicide attempt, no matter what it was.
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Hopefully, a thorough review will reveal things that we have not
recognized in the past.

Mr. Browx. If 1 may pursue this just for a couple of minutes—I
don’t want to strain the patience of the chairman. If you have reports
of this product poisoning people, is that the first time you check on
the danger that comes from the product, or do you, when the product
is manufactured, require it to be checked out as to the nature of the
danger?

Dr. Hays. We check in terms of usage as to how it would be used.

Mr. Browx. In terms of what the product will do if improperly used ¢
The paste that you know the kids were putting their fingers into and
eating, did you know how dangerous that product was when it was
put on the market?

Dr. Havs. Yes, through our registration process. Every applicant is
required to submit data on both effectiveness and safety. The safety
includes a variety of tests to determine what the degree of hazard
might be, such as oral ingestion, skin absorption, inhalation, repro-
duction. Everything that we think would be necessary to prepare a
label that, if complied with, would be adequate to protect the user.

Mr. Brown. Do you check all that out in the laboratory or do you
refer it to somebody?

Dr. Hays. The applicant, the registrant, the manufacturer provides
all of this data and we determine what is needed.

Mr. Brow~. And you take his word for it ?

Dr. Hays. We have his data that he has had supplied to him by
toxicology laboratories to determine the toxicology.

Mr. Brown. Do you check the product against that data to see that
the data deseribing the product is accurate with reference to the
samples of the pl'mﬂwt 4 J

Dr. Hays. The act does not require us to do pretesting of all regis-
tered products.

Mr. Brown. Really the thing you have from which to work is what
the manufacturer says about the nature of its product and what it con-
tains and the danger from it ?

Dr. Hays. That is correct.

Mr. Brown~. When you start getting reports of a product that is
resulting in deaths or injuries, whether aceidental or in the normal
use of the product, do you take any prompt action to take the product
from the market or to warn the company or the people who might be
distributing the product or the Agriculture Extension Service that
might be promoting the use of the product.

Dr. 'Havys. There are two things that we do, sir. If we have some real
doubts and concerns, we would have our toxicology laberatory do tests
on this particular product.

Mr, Browx. But that is not done until there is a negative result, an
injury or a death from a product ?

Dr. Hays. That is correct, sir; unless we would have some reason to
doubt the submitted data.

Now, the second thing would be—and we frequently do this—where
we have this concern, is to consult with the manufacturers and to see
what can be done, perhaps in the way in which the material is used,
the way in which it is dispensed, the kind of container, to again find
a way in which it is not available to children.
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Mzr. Brow~. But nothing is done about those products which may
currently be for sale at the corner drug store or feed store or wherever
it might be to negate the use or the availability of those products in
trade?

Dr. Havs. Well, when we have received the data, both on effective-
ness and safety, and we have concluded that on the basis of this——

Mr. Brown. Now, wait a minute. What data are you taking about,
the data provided by the manufacturers?

Dr. Hays. When we have received the data that has been supplied
by the manufacturer for the registration of the product, and it is not
registered until we have evaluated this data——

Mr. Brown. Evaluated in what way?

Dr, Hays. In terms of safety.

Mr. Brown. But not laboratory evaluation now ?

Dr. Hays. It would be an evaluation of their laboratory data.

Mr. Brown. Which you are then looking at written down on a
sheet of paper saying this is safe or not safe depending on the way it is
used, but you get it from the manufacturer and you evaluate it in a
think process rather than an examination process?

Dr. Hays. That is right.

Dr. AxpersoN. Mr. Congressman, I might add that these products
all have ingredient statements which list the chemicals that are in-
volved. The toxicologists and the chemists have knowledge of the
toxicity of the compound that was contained in the product. So, in
that respect, they do not have to rely on the toxicity data supplied by
the manufacturer because the toxicity of the products are generally
known to all scientists.

Mr. Brown. But you do rely on what the manufacturer says the
product contains and do not check what he says it contains ?

Dr. Axperson. Not prior to the——

Mr. Brow~. And do you check the packaging of the product to de-
termine its labeling or its availability? Do you just take a registration
mimeographed sheet on what the product. is and so forth, or do vou
look at the package after it is prepared for market to see if it looks like
strawberry jam or something ¢

Dr. ANpERrsoN. There are two things involved. First, it calls for label
review. The label that they plan to use on the package is reviewed. As
Dr. Hays mentioned, they are now giving attention to how it will be
packaged in regard to any hazard that may be associated.

Mr. Brown. But previously you took this off the typewritten letter
report of the manufacturer?

Dr. Axpersox. How long have we been reviewing labels?

Dir. Havs. We have been reviewing labels since 1947, but the manu-
]’r':lr"tm-m- is required to submit proposed labeling and a copy of his

:lllt'].

Unfortunately, we cannot always tell the form of the package in
which it is going to be marketed. This is why we have stated that we
are deeply concerned about this matter of packaging, especially in
attractive packaging that will result in injury. So, we feel the neces-
sity now to require the manufacturer to submit detailed information
;1« to how he is going to package his product and what it is going to

ool like.

Mr. Founrary. Mrs. Dwyer, I believe you had a question ?




Mrs. Dwyeg. Yes. How many products are presently being marketed
under ARS registration which the PHS or some other agency of the
Government has expressed doubt concerning their safety or efficacy?
By that, I mean when they could affect children or adults in some
way.

Dr. Hays. Well, we have some 45,000 products registered with the
Pesticides Regulation Division and of that I don’t think there is more
than—I really don’t know. I would say a half dozen in which the
Public Health Service has expressed some concern.

Mrs. Dwyer. Well, if you have a record of that, would you supply
it to the committee ?

Dr. Hays. Yes, sir.

(The following information was subsequently supplied :)

CATEGORIES OF “OBJECTIONS” BY PuBLIC HEALTH SERVICE TO PESTICIDE
LABELING—JANUARY 1, 1968, TrrouGH MArcH 31, 1969
During this period, a total of 11,361 product labels had been referred to Publie

Health Service for review. They listed 2562 as “Objections,” all of which fall into
the following eight basic categories of products. The problems involved have
been discussed with representatives of the interdepartmental agencies in an
effort to find ways of obtaining scientific data to either support or withdraw the
objection.

1. Mercurials.

2. Concentrates stored around the home,
3. Seed treatments without a dye.
4. Bait materials.
5. Continnous vaporization in enclosed areas.
i. Potential carcinogens,
7. Continunous exposure.
8. Disinfectant fogging of hospital rooms.

[+ 8

Mrs. Dwyer. Thank you, Mr. Chairman.

Mr. Navenron. Dr. Hays, isn’t the basic problem with thallium, as
was indicated by Mr. Brown’s questions, the fact that there is a con-
tradiction in the labeling and that it cannot possibly be used effectively
and safely as directed? In other words, you have an ant and a rat
poison which is sold to kill ants and rats and is highly dangerous to
children. If you keep it away from children it is not going to kill the
ants and the rats, 1sn’t that true?

Dr. Haxys. That is correct.

Mr. Navenron. If you use it according to directions it presents a
danger to children?

Dr. Hays. I thought we had been discussing this matter, sir. With
many registrants, this incongruity, such as the statement “Keep out of
reach of children” when we know in fact that the only place you could
put it would be in reach of children and we have objected and can-
celed the registrations of many products on this basis.

My, Browx. Since when?

Dr. Hays. In the last 6 months we have objected to some three or
four different preducts that if marketed in the way in which they have
them, would be extremely hazardous and they would have to be placed
in an area where children could reach them.

Mr. Naverrox. Or course, yvou don’t need a contract with the
University of Illinois and a 2-year study period to know that if you
put rat poison on the floor the children are soing to get at it. Isn't the
same contradiction in labeling inherent in lindane in that this product
was registered for use on a continuous basis in restaurants? It is a con-




24

tinuous vaporizer. It puts vapor throughout the room 24 hours a day, 7
days a week, and the label says “Do not contaminate food.” Could you
tell me how you could possibly nse this produet in restaurants without
contaminating food ¢ There isn't any way in the world it could be done
is there? Unless you put all the food in metal packages and never
took it out?

Dr. Hays. Well, I really believe, sir. that, at the time this product was
registered and at the levels which were present in the atmosphere, there
was perhaps doubt in the minds of many that there would necessarily
be contamination of food. At these extremely low levels and the rate at
which it was being dispensed, however, data now does support what
you have said.

Mr. NaventoN. You performed some tests in January of this year
that indicate that the lindane vaporizers will result in residues on food
and on utensils which exceed the tolerances for such residues that have
been set by the Food and Drug Administration for other uses by
several times, do they not ?

Dr. Hays. Yes.

Mr. Navenron. When did ARS first become aware that PIS and
the Food and Drug Administration had questioned the use of lindane
in vaporizers as you had registered them ?

Dr. Havs. T guess this goes back to 1953.

Mr. Navemron. Some 16 years ago. Why was it necessary for vou
to wait 16 years to perform your own tests and find for yourselves
that the residues being left were considered dangerous or potentially
harmful by FDA ?

Dr. Havys. Well, sir, T have been with the Division only since 1966.

T cannot answer for that period of time from 1953 to 1966.

Mr. Browxs. May I inject a question or two at this point? Do vou
have facilities within the ARS laboratory facilities for conducting
experiments of this nature? Is this part of that $3 million budeet?

Dr. Havs. Yes, we have facilities for doing tests at this time.

Mr. Brown. So it is not necessary to contract that work. Did vou
have them in 19531

Dr. Hays. We did not have such facilities in 1953.

Mr. Brow~. When did you get them?

Dr. Hays. I would have to refer that to Dr. Anderson.

Dr. Axpersow. T cannot answer that, sir.

Mr. Browx. Could you give me an approximation ?

Dr. Axperson. We have steadily improved our analytical lIabora-
tories. T would say it was after 1960 before we had the capability to
perform such a test.

Mr. Brow~. So from 1953 to 1960 or thereabouts you did not have
the facilities to conduct the test, but since then you have had the
facilities and the complaint by FDA and PHS has been submitted to
vou since that time ?

Dr. Axperson. That is right. Tn connection with the three-way agree-
ment, the agency objecting to the registration is required to submit
data in support of their objection. This has been hard to come by.

Mr. Brow~. You mean this data was not submitted by either PHS
or FDA ?

Dr. Axpersox. No, it was not.

Mr. Brow~. What form did the nature of their complaint take?
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Dr. Axperson. It was on the basis of their opinion that its use
should not be permitted in restaurants and in the home.

Mr. Brown. But they did not give you any reason?

Dr. Axversox. I do not recall any data that would support such
a hazard actually existed.

Mzr. Brown. Was this

Dr. Axperson. It was a practice that they did not think should be
permitted.

Mr, Browx. They did not say why?

Dr. AnxpersoN. Mainly, if T recall, they did not believe that the
human should be submitted to the same concentration of a pesticide
in the atmosphere as is required to destroy the pests.

Mr. Brow~. But you don’t consider that was a warning against
hazard ? Y

Dr. Axperson. We considered that as a warning. We continued to
search the literature and search for data that would show a definite
cause and effect relationship. We could not find it.

Mr. Browx. Was the complaint from Public Health Service or
Food and Drug Administration only a one-shot affair? In other words,
was this a letter or something written to you once that raised this
question ?

Dr. Axpersox. No, sir. There was, you might say, a standing or a
continuing objection,

Mr. Brown. But that objection has never been reviewed in terms
of studying your own laboratories ?

Dr. Axperson. No, sir.

Mr. BrowN. Until recently ?

Dr, Axperson. Yes.

Mr. Brown. Who makes that decision to either ignore or to ex-
amine?

Dr. Axprrson. Well, it starts out in the Division. It is concurred
in at the different levels of responsibility in the Department. But, the
decision to ignore it or to accept it is considered. We consider all
the facts carefully and weigh them in connection with known evi-
dence or data that would support the objection or the approval.

Mr. Brown. Did you transmit this rejection of the expression of
concern to either FDA or PHS?

Dr. AxpersoN, When those two agencies indicated that they ob-
jected to this use, we requested that they provide us with any scien-
tific data in support of their opinion,

Mr. Browx. So when one agency of the Federal Government didn’t
provide another agency of the Federal Government with that in-
formation, the second agency, that is, the Agricultural Research Serv-
ice, decided that it wasn’t necessary to pursue it further?

Dr. AnxpersoN, As I said, we looked everywhere, journals, experts,
in seeking data that would support either action.

Mr. Browx. But you did not utilize the laboratory to make this
examination ?

Dr. Axpersox. No.

Mr. Browx. Was the reason yon did not utilize the laboratory was
that the lIaboratory was so busy checking new produets? Was it a mat-
ter of the scheduling of the laboratory / Was there a problem in using
the facilities that were available to you?
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Dr. Axperson. Noj; it was not that. One thing that prompted us to
move on to testing the product was the new information that became
available in 1967 and 1968 which gave further evidence to us that
injury could result from this use of lindane vaporizers. This prompted
us to move ahead then to determine how much contamination was
oceurring,

Mr. Brown. What new information was that?

Dr. Axperson. As I mentioned earlier, one was that the people suf-
fering from malnutrition would be more susceptible to lindane toxicity
than people that were normal.

Mr. Brow~. Where did the information come from ?

Dr. Axperson. It was published in the Archives of Environmental
Health of the American Medieal Association.

Mr. Brown. It was outside research that somebody who was inter-
ested in it, not from the standpoint of a responsibility under the law
but as a medical problem, had pursued when the ARS which had the
responsibility to pursue it under the law had not pursued it ?

Dr. Axperson. That is correct, Under our understanding we do not
conduct toxicity studies involving humans. We look to the other Fed-
eral agencies for that research,

Mr. Browx. But the other Federal agency had apparently raised
some question here and no action had been taken because they had not
forwarded you the results of their tests.

Dr. AxpersoN. We continued to request data in support of their
Views,

Mr. Browx. Well, if T may, Mr. Chairman, it just occurs to me that
somebody in the Federal Government ought to be as much interested

in protecting the health of people as a result of products which are
registered by Government as private medical associations are in inves-
tigating the safety of products so registered. And if the Public Health
Service says there is some question about the safety of a product on
which the ARS has approved the registration, then it ought not to

have to be an outside-the-Government agency 10 vears later that deter-

mines that that product really is dangerous. It seems to me that either
the Public Health Service or Food and Drug Administration or the
Agricultural Research Service, which after all is the licensing agency.
has the responsibility to pursue that question and eliminate it as a
possibility under the law, under the medical facts and statistics.

I am terribly overwhelmed by this whole thing because I also sit
in the Interstate and Foreign Commerce Committee where we are
running through an exercise where apparently the medical evidence
is highly contradictory with reference to the danger and the safety
and efficacy of smoking cigarettes. And the Government is doing a lot
of breast beating and table pounding about what ought to be done
about cigarettes which they don’t license and which is a product that
has been in use for centuries. Yet, here we have a product which
industry brings to the Federal Government for licensing, the Federal
Government licenses it and we suddenly discover that two agencies
of the Federal Government have raised grave questions about i, The
third agency that has the responsibility for licensing it has never
bothered to pursue those questions beyond saying send us your mate-
rial and, when it didn’t come, they said, “Ho hum, that is not our
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problem.” And we have got people suffering ill health, possibly death,
as a result.

I think the inconsistency within the operation of the Federal Gov-
ernment is overwhelming. It never ceases to amaze me how the agen-
cies who have a legal responsibility under law to do a job don’t do it.
And those that have no such responsibility are anxious to go ahead
and try to do something that they don't have any legal responsibility
for doing.

Now, 1 don’t know what the answer is, except that maybe we ought
to try something else to govern us besides Government.

Dr. Axperson. We believe that we have recently initiated actions
between our agencies that will improve this situation. We had a meet-
ing of the members of the three-way agreement and agreed that once
a month the program people would meet to discuss these differences
of opinion and identify means of resolving them. Whether it wonld
be in-house research or whether it requires a contract or some other
means of obtaining the information or requiring the manufacturer to
produce the information.

Mr. BrowN. When did you meet and decide to do that?

Dr. AxpersoN. It was about a month ago, sir,

Mr. Brown. After the GAO reports came out and so forth?

Dr. AxpersoN. Yes, sir.

Mr. Brown. It oceurs to me to wonder what vou were doing with
your $3 million a year before that and also what you were doing in
this laboratory before that? Do yon know how many products were
run through that laboratory?

Dr. Axperson. We can supply that; yes, sir.

(The following information was subsequently supplied:)

PRODUCTS ANALYZED BY PESTICIDES REGULATION CHEMISTRY LABORATORIES AND TESTED BY
PESTICIDES REGULATION BIOLOGICAL LABORATORIES DURING FISCAL YEARS 1960-67

1960 1962 1963 1964 1965

Chemistry taboratories. ... _._.......... 1,470 1,658 1,770 1,57 1,594 1,627
Animal bislogy laboratory. . 155
Entomology laboratories .. T a1
Microbiology laboratory. . T 1 3 431
Pharmacology laboratory 2 1 563
Piant biology laboratories. ........... 4 138

Total, biological laboratories.... » 1,328

Note: Based on pasl records, approximately 621 out of 1,000 products tested involve different manufacturers,

Mr. Browx. And how the products that yon did test in that labora-
tory were selected for tests?

Dr. AxpersoN. Yes, sir. There lias never been any information or
evidence to show that harm or injury has resulted from this registered
use., The registered use was determined——

Mr. Brown. Except from those letters from FDA and PHS saying
while it killed inseects it might not also be good for humans.

Dr. Axpirson. Yes, sir.

Mr. Brown. Until the AMA did the study or whatever it was.

Dr. Axpersox. Tt was also reviewed with environmental health peo-
ple who were of the opinion that the concentration the people were ex-
posed to did not constitute a health hazard.




Mr. Browy. But no effort, was made to resolve the contradictory
evidence between all the other agencies and you who had registered
the product?

Mr, Founraix. I hate to interrupt, Mr. Brown.

Mr. Brown. I am sorry.

Mr. Founrain. I might add the longer you are here, the more you
will be overwhelmed, not less, at the way the Government operates.

Mr. Brown. We ought to have a committee to investigate this sort
of thing. '

Mr. Fountain. There are a number of questions we would all like to
ask you but the limitations of time are such that we are simply trying
to show what the situation has been and what you are doing. T might
add for the members of the committee that the record will show much
documentation and information concerning what has transpired and,
of course, these two reports of the General Accounting Office are really
frightening with respect to what has transpired and what may have
happened that we don’t know anything about.

So, I am going to proceed with the questioning in order to get the
hasic features on the record, and then we will get into some other ques-
tions within the limitations of time.

Mr. Navenron. There has been some mention of an interagency
agreement with respeect to settling differences between agencies as to
whether or not a product should be registered for a particular use.
What period of time does the interagency agreement provide should
be allowed for the resolution of these differences?

Dr. A~xperson. I believe that the agreement provides that any oppo-
sition to a registration would be supported by scientific data within 14
davs, about 2 weeks.

Mr. NaveraTton. Let me read from the interagency agreement and I
am quoting verbatim.

In the event agreement is not reached among the Department’s representatives
within 2 weeks of the initial objection, the matter will then be referred directly
to the Seecretary of the Department responsible for final action with such infor-
mation, views, and recommendations as the three Department representatives
deem appropriate.

Now, Dr. Hays, when you were chairman of the task force on pesti-
cides regulation division in 1965. November 1965, do you recall making
a comment in the report on whether or not this provision for the settle-
ment of differences was being followed ?

Dr. Havys. I really don’t recall, sir. T have not reviewed that report
for some time.

Mr. Navearon. Let me read from page 32 of that report in which
the comment is made “The provisions in the agreement for settling
differences between agencies simply have not been followed.” Ttem B
of the agreement states that if there is reason to question any of the
items on the list this will be communicated to the originating depart-
ment within 1 week stating the specific reason for need for further
review. And it goes on to make a number of objections to the fact that
these differences were not being resolved.

Yet the differences on lindane not only were not resolved for a period
of perhaps 11 or 12 years prior to the adoption of the interagency re-
port but for a period of 4 years or more after the adoption of the
report.
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Now, when you became head of the Pesticides Regulation Division
after criticizing in your report the failure to reach agreement, did you
take any strong action to see that agreement was reached and is lindane
an exception to that rule or did you take no action and continue to
follow the conrse you had criticized in your report?

Dr. Hays. We had taken steps to discuss this matter with the Public
Health Service. My effort was directed at trying to get such data as
would make it possible to come to some judgment as to the hazards
associated with this use.

Since this was a provision in the agreement and certainly a very
important one, I felt that we had no recourse than to do what we have
done in the intervening 2 years.

Mr. Naverron. Excuse me, Doctor. Are you saying in retrospect
you couldn’t have done any better in the last 2 years than the record
shows that you did?

Dr. Hays. I suppose other steps might have been taken. But, as you
read in the interagency agreement, there is a provision for the settling
of these differences. But, when you have no information to transmit to
any other group for review, and in this instance we had nothing except
statements that were made that there was some danger associated with
this use, I felt as a scientist that we needed supporting data for this
objection, If it is that important and if it is that obvious to the objecting
parties, then the data must surely be available somewhere for submis-
sions to USDA.

Mr. RosextHAL, Did you go out seeking the data?

Dr. Hays. We made a review of all the information that we could
find in the literature. But, if Public Health Service had other data
to support this objection, it seemed to me only right that this data
should be made available to us.

Mr. RosentHAL. Did you ask them for it?

Dr. Hays. Yes.

Mr. Rosenrtiar. What was their response ?

Dr. Hays. They had no data, except what we already had. It was
simply a matter of professional judgment. Now, if all of pesticides are
going to be placed in dispute on the basis of professional judgment
then, Mr. Chairman, we are going to be in some trouble.

Mr. Fountain. How many products?

Dr. Hays. We have 45,000 products. Therefore, I think it was very
wise in the preparation of t]lmt agreement that this provision was
made that would give us some basis on which to act. Now, there is a
question among many people about this matter of lindane. If it had
been something very overt, something you and I could recognize be-
yond any question of dounbt, the course of action is clear. But I assure
you, sir, that there is a considerable question of doubt in the minds of
many people in science as to the effects of lindane. This is perhaps one
of the insidious types of effects that are not always well recognized,
and I think it is here that we need this kind of help from the partici-
pating agency to give us that kind of data to make good sound
judgments.

Mr. Navearon. Is it your position, Doctor, that when in doubt, as
to safety, leave it on the market, until somebody proves it or you get
fatality reports?

|
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Dr. Hays. No. Mr. Chairman, we have used this term “safety,”
“doubts of safety.” I would like just to point out that if we set out to
resolve all of the questions and doubts as to safety, then I think we
have an almost insurmountable problem, because I do not know, per-
sonally, as a toxicologist and pharmacologist, just what I would do
to prove that a product is safe.

What I can do sir, is to determine the harmful effects by the studies
that are conducted on laboratory animals and then extrapolate this
data to man. I can point out the hazards associated with that produect.
But it wounld take an infinite number of years, a lifetime perhaps, and
human studies, to be sure that a compound is safe.

I do not know, as a scientist, how you determine that degree of
safety.

Mr. Navenroyn. Is the Food and Drug Administration not the
Agency within the Federal Government that has primary responsibil-
ity for determining what tolerances should be allowed in terms of
residues left on food?

Dr. Havys. Yes.

Mr. Naverron. You never submitted it to Food and Drug?

Dr, Hays. No.

Mr. Navearox. Your tests established that if you took the toler-
ances established by the Food and Drug Administration for these
other uses of lindane that the residues left by lindane were illegal

Dr. Hays. This is not a raw agricultural produet requiring a toler-
ance. This is an adulteration of food in restaurant uses. This we tried
to establish. In 1953, there were studies, Mr. Chairman, on the ex-
posure of food.

Mr. Naveuron. Can we stay back in 1969 when you made the tests?

Mr. Brown. Let me pursue the point.

Dr. Haxys. In 1953, there were studies on this type of approach.

Mr. Browx. On lindane?

Dr. Hays. On lindane, that is correct. But, unfortunately, that
data indicated that in this particular experiment, the amount used
was about four times the concentration that would be expected to
appear in the atmosphere from the directions for use, So, this data
really had no significance.

In addition, the foods were exposed for 30 days under unrefriger-
ated conditions, and so again this made the interpretation of such.
data very difficult.

Therefore, we started our studies in February of 1969 and tried to
simulate the conditions that one would find in a restaurant, and under
proper refrigeration, exposing the food only 5 hours and then re-
frigerating it and then again the next day for 5 hours, and also the
instruments, the spoons and forks and tableware and so on.

After 5 days of exposure, we did in fact find under precise condi-
tions of use that there was a residue of lindane on these instruments
as well as in the food.

Now, I think this is reasonably a part of our conclusions that under
normal directions of use you cannot possibly prevent this sort of
contamination.

Mr. Brown. Who made that experiment in 19537

Dr. Havs. I don’t recall the authors of that paper.

Mr. Brown. Was it within the agency or outside?
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Dr. Havys. I think it was in—I believe it was under the Food and
Drug at that time. ;

Mr. Navenron. After some 16 years when you finally decided to
make the test it took you 5 days to make it?

Dr. Hays, That was only a part of the study. The other, of course,
was a reevaluation of the clinical aspects. This is where it took a con-
siderable amount of time and good judgment on the part of our clini-
cians to come to a view that we think is a very reasonable one. It does
not establish in fact the cause and effect relationship.

Mr. Navanron, The basic problem in lindane as in thallium is that
it was registered for use with directions on the label not to contami-
nate in one instance and to keep away from children. But yon couldn't
use it and keep it away from children, and in the other instance you
were registering lindane for use on a continuing basis in restaurants
and saying on the label, “do not contaminate foodstuffs.” And you
couldn’t use it that way and not contaminate foodstuffs. Now, do you
have any other vaporizers—whether they are chemical vaporizers or
whether they provide a vapor through other means—that are presently
being registered for use in homes where they could be used in kitchens?

Dr. Havys. Vaporizing devices? We have no vaporizers.

Mr. Navenron. It is not a vaporizing device. It is a product that
vaporizes through some sort of chemical action,

Are you satisfied that the vapona is safe and will not contaminate
foodstufls in accordance with the tolerances established by Food and
Drug? i

Dr. Hays. We have no data on any simulated conditions to see
whether or not the food would be significantly contaminated.

Mr. Navearon. You received no objection on vapona from the Pub-
lic Health Service?

Dr. Havys. Not to my knowledge.

Mr. Naveuron. Have they ever warned you or suggested that the
label should bear a warning that this should not be used where infants
or elderly people may be?

Dr. Hays. Yes.

Mr. Naverron. Have you taken action to require that this be done?

Dr. Hays. Yes.

Mr. Naventon. How effective do you think your action has been
and when did you take it?

Dr. Havs. I think this registration was brought about about 3
months ago.

This was a matter of great dispute on this question of requiring a
precautionary statement on both pyrethrins and vapona where it says
do not use this in areas where children or infants or aged or debilitated
patients may be confined. We think this is a reasonable precaution.

Mr. Naverron. Have you taken any action to require relabeling of
products that are now on the market ?

Dr. Havs. No. We don’t see any particular need for recalling these.

Mr. NavenTon. Have you taken any action to publicize the fact that
vapona might be dangerous to infants and elderly people.

Dr. Hays. We have had no publication of this.

Mr. Naverron. I have a product here manufactured by the Shell
Chemical Co. which we obtained in the Washington area in the last
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presence of infants or elderly people.

Aren’t you a little bit concerned that somebody might hang this
above a crib for a couple of months—the Public Health Service appar-
ently thinks it might be dangerous.

Dr. Hays. I think both the Public Health Service and the Pesti-
cides Regulation Division agree that this is an advisable thing to do.
I have had no such suggestion from the Public Health Service that we
recall all material from the market to relabel with this statement.

Mr. RosentHaL. Is it possible that you relied on the Good House-
keeping seal of approval that is on there, that maybe you can rely on
that, They pt‘ohaL]y tested it. It is probably OK. You don’t rely on
that?

Dr. Hays. No, sir.

Mr. Fouxrarn. Dr. Anderson, in your statement you indicate that
to the extent that recall actions are effective, there will be no necessity
to resort to seizure action, and you also indicate that you believe your
recall program has been effective during the first 10 months of fiscal
year 1969.

Did you malke any requests for recall during this period which were
refused ¢

Dr. AxpersoN. Mr. Miller will speak to this.

Mr. Founrtamn. Mr. Miller, can you respond to that question?

Mr. Mmier. Yes, sir. We made one request recently for the recall
of a product which was refused. It was refused initially.

Mr. Founrain. Did you have to seize it, or did they finally recall it?

Mr. Mrrrer. In accordance with our presently established proce-
dures, we immediately obtained product location data and within a
matter of days, actually, from the refusal to recall the product, we had
multiple-seizure requests in the General Counsel’s office.

As a matter of fact, we have eight separate seizure requests in the
General Counsel’s office. At that time the company changed its mind
and decided to recall the product, so that the multiple-seizure requests
were not processed by the General Counsel’s Office. But we did have
the requests there.

Mr. Fountain. But they were given the opportunity for voluntary
recall action?

Mr. Mirrer. Yes, sir.

Mr. Fountaix. In your statement, you indicate that an indictment
was handed down by a grand jury in Chicago this year charging viola-
tion of the act. When was this case referred to the Department of Jus-
tice for prosecution ?

Mr. Mizrer. Mr. Chairman, I am not sure of the dates on this. This
particular criminal file was being worked on in our Division starting
almost a year ago. It was sent by our Division fo the Office of the Gen-
eral Clounsel in the fall of last year. T cannot give you the exact date,
but I believe it was referred by the Office of the General Counsel to the
Department of Justice sometime around the first of the year.

Mr. Founrar~. First of this year? y

M. Mmrer. Yes,sir.

Mr. Foontamn, How long had you known about this case?

Mr. Mr.eer. About this partienlar company ?
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Mr. Founrtain. Yes. The alleged violation, how long had you known
about the violation before you referred it to Ju'-}tlce?1

Mr. Mirier. The file was brought up to date. As a matter of fact,
the principal violations which were used in the indictment were viola-
tions of last summer and early fall. But this company, I might add, has
a history of violations under the act, which we were aware of.

Mr. Founrarx. Prior to that time, when was the last previous case
sent to Justice for prosecution ?

Mr. Miurer. Well, the GAO report refers to a 13-year period, and
we don’t quarrel with that finding.

Mr. Fouxtary. When did information concerning the alleged vio-
lations relating to this Chicago situation reach the desk of those ARS
officials who are responsible for preparing the case for prosecution?
Do you have those dates?

Mr. Mirrer. Well, T will answer your question this way, Mr. Chair-
man. A prosecution and import section was created in the Division in
December of 1967, Very &};mt]\ after that section became operational,
files relating to this company were being worked on by this section.

As a matter of fact, this was the first company whose actions were
reviewed in thissection. So, it would have been in the early part of 1968,

Mr, Fountarx. Priorto 1967 you had no prosecution section?

Mr, Mirner. There was no separate prosecution section ; no, sir.

Mr. Fountaiy. Your statement indicates that two official files have
been forwarded to the Office of General Counsel of the Department
of Agriculture with the recommendations for prosecution. When were
those files referred? And when did the alleged violations take place?

Mr. Miurer. Both of those files were referred to the Office of General
Counsel, T would say, approximately a couple of months ago.

In one of the cases there were three alleged violations, one of
which occurred approximately a couple of years ago, and two are
of a more recent nature, fairly recent as these files go. With respect
to the other company, I would say it is rﬂmnt a year old.

Mr. Fountaix. Dr. Anderson, on May 22, 1968, I helieve you wrote
a letter to the General Ace mmhnn' Office commenting on a draft of
the first GAO report which had been sent to you for review.

In your letter you indieated that the prosecution and import sec-
tion had been created within the Pesticide Regulation Division of
ARS in December of 1967 and that this section had become sufficiently
staffed in January 1968 so that work could be commenced on set-
ting up procedures for the handling of prosecutions.

You further indicated that you were currently reviewing all cases
in the recent past to determine whether or not ¢riminal prosecutions
should be recommended. In view of these statements, am I correct in
assuming that there were no procedures for the handling of prosecu-
tions prior to January 19687

Dr. Axpersox. Consideration was given by the Division for action
rpqnilinﬂ prosecution, but for a specific guideline as to what would
be referred for prosecution, I would say no.

Mr. FounrTain. Will \nu submit to the subcommittee for its rec-
ords any procedures you might have had or anything on the subiject,
even though you may not have had your prosecution pmf'mhueq

(The following statement was subsequently supplied:)
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PRrOSECUTIONS PROCEDURES

There were no formal, established guidelines prior to January 1968 other
than the provisions set forth in the statutes for requesting prosecution.

Mr. Fountaix. What other duties does the prosecution and the im-
port section have, if any, besides handling prosecutions? ,

Dr. Hays. Only preparing the briefs for prosecution and handling
of our imports, just those two areas.

Mr. Fountain. How many staff members did the prosecution and
import section have as of January 1968, and how many does it have
now ¢

Dr. Hays. We had one man assigned with one clerical help, one
person.

Mr. Founrain. Just one man.

Dr. Hays. One man. That is the present staffing because of per-
sonnel ceilings. What additions we have made, we have currently
assigned to our case review and development sections.

Our next staffing will be in the prosecution and imports.

Mr. Founrary, In your statement this morning you indicate that
ases involving approximately 20 additional companies are being pre-
pared for prosecution, HHow many people would you say are working
on these cases on a full-time basis?

Dr. Havys. Sir, we have just this one man at the present time.
He is now preparing and will have ready two or three additional
briefs. And we are extremely hopeful that we can increase the staffing
in this particular area.

Mr. Fountaix. Do you have people in other sections that could
be transferred to the prosecution section? Are you equipped for this
sort of thing?

Dr. Hays. I think this could be done, of course, always at the ex-
pense of the work that is being done in those other areas.

Mr. Fountain. Do you have an opinion as to how long it will take
the staff you do have to finish the preparation of these cases if they
don’t start any new cases in the meantime ?

Dr. Hays. Do you have any figure, Mr. Miller?

Mr. Miuer. I wouldn’t want to guess, Mr. Chairman, as to how
long it would take to completely review all the work involved with
these 20 cases.

Mr. Navenron. Isn’t it likely he would have more than 20 addi-
tional cases in backlog by the time he finished those cases, if you have
just one man ?

Dr. Hays. Yes, that is quite possible.

Mr. NaveuroN. And the one man who is working on the prosecu-
tions also has responsibility for the entire import program, super-
vising with the Customs Department all imports of pesticides?

Dr. Hays. That is correet.

Mr. Brown. May I pursue some questions on the legal nature of
this, if you are finished in that area ?

Mr. Fountain. Go ahead.

Mr. Brown. First, it occurs to me to suggest that you might get
some of these people out of the laboratory to help the legal prosecu-
tions. Let me ask, as an individual citizen 1f I am injured by a product
that has been approved by the Federal Government, does 1t affect my




35

case one way or the other that the Federal Government has approved
that product for general use?

Mr. Mmer. You are getting into a field of civil liability that I
don’t believe that I am competent to give you a definitive answer on,
sir.

I will say this, that any time there is a civil suit for damages in-
volving a registered product, one side or the other, depending on which
side it might be most favorable to, always brings it up.

Mr. Brown. This is precisely my point, of course. 1 think you are
aware that one reason we got into product safety at the Federal level
was because the courts began to decide against the manufacturer of
the product and the longtime theory of caveat emptor, let the buyer
beware, began to go down the drain.

And the individual was being protected against a faulty product
and the manufacturer was being required increasingly by the courts
to guarantee the safety and efficacy of their produects.

Then all of a sudden the Federal Government saw this as a good
place to employ a lot of people to do the job for the manufacturer by
registering the product, and we now have the Federal Government in
this area in large measure. And what we are hearing this morning
is how well they are doing that job.

My question is, in a civil action by an individual against a manu-
facturer in the case of a harmful product, is his case helped or hurt
by that product having this seal of approval of the Federal
Government ?

Mr. Mizrer, T wouldn’t want to attempt to give you an answer to
that, sir, because there are numerous cases in the various State courts
which—well, the findings vary.

As a matter of fact, I believe there is a recent one in the past 1 or 2
years, a Texas case, which as I recall held that Federal registration
does not necessarily mean that the manufacturer was not negligent.

Mr. Brow~. They must read these hearings. That is all I wanted to
ask.

Mr. Navearon. The act requires, does it not, that notices of judg-
ment should be published when you seize a product ?

Dr. AxpersoN, Right.

Mr. NavenTox. Is it true that for a period of more than 4 years no
notices were published.

Dr. AxpersoN. That is correct.

Mr, NavenrTox. What is the reason for that?

Dr. Axperson. One of the reasons was that it oceurred at a time
when we had a terrific increase in registration workload. The amended
law required that the registration number be placed on all labels within
a specified period of time. Over about an 18-month period, we were re-
quired to review about 45,000 labels. The single man that had formerly
been concerned with preparing these notices of judgment retired, so
that the activity was not picked up until more recently.

Mr. NavenTon. Youare still not caught up to date?

Dr. Axperson. I believe

Mr. Naveuron. T'have seen two compilations come out, but you have
a backlog of several hundred.

Dr. Axperson. We expect to be up to date by July 1, with a program
of published notice of judgments every 6 months. '
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Mr. Navearon. Now, Dr. Hays, the report of the task force that
you headed in November 1965 indicates that the membership was
made up of what appears to me to be either Federal, State, or local gov-
ernment officials, with one exception; namely, Roy Hansberry, Agri-
cultural Research Division, Shell Development Co., Modesto, Calif.
Would I be correct to assume that he was employed by private indus-
try # Was any other member of the task force, to your knowledge, not
a Government official ¢

Dr. Hays. Except myself.

Mr, Naverron. Well, you were the director of the National Advis-
ory Center on Toxicology in the National Academy of Sciences and the
National Research Council. It is a quasi-governmental agency; is it
not ¢

Dr. Hays. Yes.

Mr. Navceuron. It is federally supported and performs Federal
functions?

Dr. Havs. Itisnot arecognized Government agency.

Mr. NaveurTon. Do you know how Dr. Hansberry, or Mr. Hansberry
came to be appointed to the task force ?

Dr. Hays. No.

Mr. NaveaTon. You did not select the membership ?

Dr. Hays. I did not make the appointments.

Mzr. Navceuroxn. Is the Shell Development Co. related to the Shell
Research Co. which puts out vapona?

Dr. Hays. I presume so.

Mr. Navenrox. Did anybody raise any question as to possible prob-
lems in having an employee of a company manufacturing pesticides,
one of which at least is in some question, on a task force of this kind?

Dr. Havs. I don’t know of any questions being raised.

Mr, Navenron. Did the task force have access to data provided by
manufacturers as to the makeup of their products, which is normally
considered confidential?

Dr. Havys. Our review really did not get into such things such as data
which wonld have required very careful screening of every member of
the task force.

Mr. Naverron. Mr. Chairman, since we have mentioned this report
several times, it might be advisable to place it in the record.

Mr. Fountarx, If there is no objeetion, the entire report will become
a part of the record.

(The report appears in the appendix on p. 248.)

Dr. AxpersoN, Mr. Chairman, if it would be proper, we would be
olad to submit in addition to this, the actions taken by the Department
to carry out the recommendations found by that task force,

Mr. Fouxnrain. I think that would be good.

(Nore—A statement concerning action taken to implement recom-
mendations of the task force was subsequently supplied. It is not being
included in the record at this point because substantially identical
material was included in a statement presented by Dr. George W. Irv-
ing, Jr., Administrator of the Agricultural Research Service, at a later
hearing on June 24 and appears in the hearing record on p. 48.)

Mr. Navenron. I might also ask that you comment with respect fo
questions that have been raised about how Dr. Hansberry came to be
appointed and the questions involved and what your policy will be in
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the event you have a further task force of this type with respect to
industry representatives or employees.

(The following statement was subsequently supplied by the Agri-
cultural Research Service :)

In selecting the membership on the task force, the Department felt that in-
dustry should be represented since we had been criticized for prolonged and
unnecessary delays in processing applications.

Dr. Hansberry was chosen because of his long years of experience in research
and his participation as a member of the “No Residue"—"Zero Tolerance” Com-
mittee, National Academy of Sciences, National Research Council. Dr. Anderson,
then Deputy Administrator for regulatory and control, discussed Dr. Hansberry's
appointment with Dr. Hays by phone and Dr. Hays concurred in his appointment.

The only minutes available are those for the first meeting, The chairman,
Dr. Hays, decided there was no need for a secretary or minutes. No member of
the task force had access to any confidential information and the members
were verbally instructed to limit their review to areas assigned to them. Dr.
Hansberry made a study of laboratory facilities and equipment, personnel, and
methods of testing. A conflict of interest form (SF-68 or AD-392) was filed by
Dr. Hansberry. We have contacted the Records Center in St. Louis and the form
cannot be located. Since retention time is 2 years, we assume it has been
destroyed.

The policy of the Department in setting up a task force is to select the best
qualified personnel available but without conilict of interest. Whether Dr. Hans-
berry would be selected in a new task force would depend entirely upon the
type of study to be conduected.

Mr. FounTain. You don’t need so much study now, you need action.
Mr. Nixon has talked about crime, and he made a right good state-
ment. It is the followthrough that counts.

1 am a great advocate of research, but I can’t help but feel that as we
take an inventory of what is happening in a lot of research agencies
that maybe there has been an overemphasis on research as compared

with the needs in order areas. And maybe there ought to be more em-
phasis in some of the other areas in getting action, because you can
engage in all the research you want to and find all the answers, but if
you don’t use those answers and—of course, this record, to me, is
incredible. It would make the Food and Drug Administration look
good.

Mr. Browx. Let me point out, Mr. Chairman, that the Food and
Drug Administration and the Public Health Service did not follow up
beyond the initial concern. By comparison, they do look good, but
taken in the overall, the caveat emptor is the taxpayer who gets
stuck.

Mr. Navenarox. Dr. Hays, there isn’t any question about the dangers
inherent in thallium when children eat it because there have been
deaths from it ?

Dr. Havs. Yes, sir.

Mr. NaveraToN. And the record would show that you became aware
of those dangers certainly at least as early as 1960. You took steps to
cancel the registration in 1965, and as the GAO report shows, abount
20 percent of the establishments they sampled in the Washington area
in 1968 were still earrying thallium products, some of which don’t have
appropriate warnings on them.

Now, of course, you do make checks when the products are brought
in for registration and try to ascertain on a study basis what the
dangers are and so forth, but some of them probably you can’t foresee.
Others that you should be able to foresee weren’t foreseen in the past.

What arrangements do youn have to be certain that the resources of




the Federal Government, the resources of State and local govern-
ments are utilized to the fullest extent possible so that the Pesticides
Registration Division will receive prompt and as comprehensive as
possible reports on deaths or serious injuries, or harmful effects re-
sulting from use of registered products or from products which should
be registered that ave not?

Dr. Hays, Well, sir, we do have a very extensive cooperative pro-
gram with the Association of American Pesticide Coontrol officials. It
has been of real concern to me to develop a program whereby we can
sit down with these officials to discuss Federal and State problems. We
have held, in these past 2 years, eight regional meetings at which we
have had present practically all of the State officials.

Now, in this kind of a program, we have attempted to work out a
method whereby the State officials will report to us any incidents or
accidents associated with pesticides. But we could cooperatively——

Mr. NaveHTON. It is a very comprehensive question, and since we
have a time problem, I wonder if it might not be more appropriate
if you submit for the record a full account of the arrangements that
you have and how well you think they are working and any thoughts
that the Department of Agriculture may have as to how they could
be improved.

(The information supplied follows:)

PROCEDURE FOR ACCIDENT INVESTIGATION

The pesticide aceident reporting network was established in 1966 and consisted
of personnel from the Plant Pest Control Division, Animal Health Division and
the Pesticides Regulation Division of Agricultural Research Service, and the
Pesticide Coordinators of the Federal Extension Service. The Plant Pest Control
Division was designated as the coordinating office for the Department. It is
presently proposed that the Pesticides Regulation Division will be designated as
the coordinating office for the Department and given responsibility for the inves-
tigation of pesticide accidents. It is also proposed that the Plant Pest Control
and Animal Health Divisions will render assistance in the actual investigations if
needed. State pesticide control officials have been encouraged to relay informa-
tion regarding accidents to the various Federal field offices,

Th reporting system appears to be working very well with initial reports be-
ing received from all participants, Federal, State, and local.

Now, getting again to the question of labeling, T am sure most of
us sitting here have heard the cold power jingle about germproofing.

Dr. Havs. Yes, sir.

Mr. Navenron. Does cold power kill germs?

Dr. Havs. Let me state it in this way: I am not really familiar with
the advertising that has been reported to occur on television in terms of
cold power. I really haven't seen it myself or heard it. It has been
brought to my attention, the extensive advertising of cold power.

The cold power with a material or germicide added to cold water
would at most be bacteriostatic and therefore would enly inhibit
the growth of bacteria.

So, in response to your question, it would not then, I think, kill
germs.

Mr. Navenron, Then in the normal understanding of most people
in this room, it would not germproof, would that be correct ¢

Dr. Hays. Well, again, when this matter of germproofing came into
being many years ago, I believe it was the general concept in the
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Webster’s Dictionary, that at most the term “germproof” would mean
providing resistance to growth.

Now, when these [nmlmt-« were first registered, I am convinced
that we were thinking in terms of inhibiting growth of bacteria in
relationship to odor. In that conte ext, we thought nothing wrong with
the use of the term germproofing.

But times have changed. Ac Ivertis sing has changed and promotions
have changed, so that this word ““(‘anmnlunf has taken on a whole
different context of implying that it prevents cross-infection by patho-
genic organisms which we know is not true. Therefore, we 1ssued a
notice in the Federal Register defining these terms of germproofing,
germproof, and germproofed, which 1 believe, sir, will bring about
a resolution to this problem which concerns you and a good many
people.

Mr, Naveuron. You would agree that when the ordinary individual
hears the term "tmlmpmnlm " he is not thinking of a substance that
germs don't like; they are th ml\m-f of a substance that is proof against
germs.

Dr. Havys. Tagree,sir.

Mr. Navenron. Along that same line, the Tw]. irtment of \"l]i ul-
ture under the act has responsibility for registering hospital disin-
fectants. Does that fit in with your other 1v-1;nn~ml|111v~? Do you
have any people who normally work in the area of hospitals and in ‘the
medical areas as opposed to the agricultural field ?

Dr. Hays. We do not have any people working in the area of hos-
pitals. But, we do try to maintain a very carveful surveillance of prod-
ucts that are used in hospitals by sampling on the markets. As was
pointed out in the presentation, we have been very imuch concerned
about this matter of disinfectants. Because, unlike the msecticides, we
can see the insects killed. In the case of herbicides, we can see the
weeds die, but you cannot see the germs or the bacteria die.

I am deeply concerned over it, because I have visited several
hospitals to review their problems of sanitation, and especially in
this age of medicare and the number of elderly people that are going
to be confined to hospitals, and the great increase in susceptibility of
the infants and the age to eross-infections, I am very much concerned.
So, we have taken drastic steps to upgrade our requirements for
registering products that fall into these categories.

This is not an easy thing Ine: ause bacteriology is a science that is so
very different from those other areas that we have under the act.

Mr. Naveurox. Wouldn't the Food and Drug Administration and
the Public Health Service be better able to perform these particular
responsibilities since their functions—at least as far as drugs are con-
cerned—are directed toward the medical area

Dr. Hays. I think we have competent -u‘uti&'tﬁ in our area of
bacteriology that are doing a very effective job. I do not know that
any group would have done any better job.

Mr. Naverron, How does your manpower in this area compare with
that of the Public Health Service in terms of scientific competency? I
am not speaking of the competency of the individual, but the quantity,
Do you have any M.D.’s working in this area ?

Dr. Hays. We have no M.D.’s working in this area, and I could
not give you
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Mr. Naveuron. I doubt they have very many veterinarians over
there. Perhaps Food and Drug does, but PHS would not.

Mr. Fountain. One of the unfortunate things about this sort of
thing is that it probably leaves an erroneous impression about pesti-
cides. T think we all realize that in the kind of world in which we
live, for the production of food and other products, and in countless
other ways, we have got to have pesticides. They have been a tre-
mendous service. And such a long period of time has elapsed without
any careful check, when you disclose it all at one time, it may leave
an unfavorable impression. That is the thing that disturbs me about
this kind of situation. It seems to me that if a product is determined
to be useful and necessary, it should be put on the market; that one of
the most important things that can be done, as is true in the case of
drugs, is to %)e sure that it is adequately labeled so that the man who
buys it can read whether it is dangerous, and if he knows it is dan-
gerous, is not to be put in a place where children or any humans may
accidentally get hold of it, like on the counter in the kitchen or other
places where people are likely to get some in their system.

Every precaution ought to be taken, it seems to me, to advise the
person who buys it that that is what he is getting. I think, regrettably,
the consuming public is of the impression—and it is not true—that
everything that goes on the market has been defermined to be safe
and that they are justified in purchasing it. And that is also true
with respect to drugs. '

I think people when they use drugs, they have the feeling that Food
and Drag has made an adequate check and that this drug is safe to be
taken for the purpose for which the doctor gives it. But in many in-
stances the doctor does not give all the information, or maybe the drug
is not adequately labeled, and that is why we have these constant
checks and changes in labeling procedures.

It seems to me this is one of the most important things, labeling.
The question I wanted to ask following that statement is: Do you have
adequate procedures, or is the law strong enough to enable you to
take whatever action may be necessary to see that an item which is
placed on sale to the general public 1s properly labeled as to such
dangers as may occur from its use?

Dr. Hays. I think we do, sir.

Mr. Brow~x. Mr. Chairman, if I may just follow up on your re-
marks, I think that the public has the right to assume, if laws have
been written requiring an agency of the Federal Government to ap-
prove and to register a product, based on its efficacy and safety, then
the produet is efficacious and safe, and T think that is what these hear-
ings are all about.

It is an additional responsibility taken on by the Federal Govern-
ment as a result of the Federal Insecticide, Fungicide, and Rodenticide
Act. And the reason I asked the question I did with reference to the
effect of a registered product being damaging to the individual is that
the Government is not a party in the suit. They take a responsibility
for saying that a product is safe, and then when it turns out that it is
not safe, because t}le Federal Government has not done its job, the poor
individual member of society has really been had, not only by the
manufacturer, but by Uncle Sam, in the process.
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I just wonder if there is not a legal principle that ought to be ex-
plored here that would assure the responsibility of the Federal Gov-
ernment when it fails in its responsibility under the law to have done
a job that it is charged by law with doing. It would certainly be a
change in legal principles with reference to the possibility of Uncle
Sam being sued. WirE .

And what about the people who have the responsibility of doing the
job being so thoroughly protected by civil service and the maintenance
of their position regardless of whether they do their job with good
judgment or not. It seems to me there is some pretty fundamental ques-
tions that have to be asked. ;

I presume—if I may—that all these people who are in the Agricul-
ture Research Service, some 267 of them, including 100 in the labora-
tory services area, are civil service-protected; is that not correct?

Dr, Hays. Yes.

Mr. Founrain. I might say at this point that the record will include
along with the statement a copy of the Federal Insecticide, Fungicide,
and Rodenticide Act, and a statement describing the interdepart-
mental information relating to insecticides, a statement describing
functions of the Pesticides Regulation Division, and a chart showing
the organization of the Pesticide Regulation Division.

Mr. Navearon, That chart is not very legible, and I do not think
we should put it in unless it can be read.

Mr. Founrtain, Maybe they can give us another chart.

(The Federal Insecticide, Fungicide, and Rodenticide Act appears
in the appendix on p. 218. An organization chart for the Pesticides
Regulation Division was subsequently provided and appears in the
appendix on p. 297.)

Mr. Naveurox. On lindane again, is it not true that the meat in-
spection division which is now part of C. & M.S., has for some years
prohibited the use of lindane in food-handling establishments? So,
not only did FDA and PHS raise questions about the safety of this or
the appropriateness of using it around food, but even another agency
of the Department of Agriculture prohibited its use around food. But
still no action was taken—no effective action—until February of this
year, sometime after the GAO report, of course.

Going from that, T am really concerned about the problem of getting
these substances that are considered dangerous or known to be harmful
off the market after the decisions are made.

In the case of thallium, there were reports of deaths or serious harm
prior to 1960. In 1960 a change was made in the formula with the hope
that it would alleviate the situation. It did not help. In 1965, after
who knows how many more deaths had resulted, the registration was
finally canceled, but the GAO was able, in 20 percent of the establish-
ments in the Washington area which they sampled, to buy thallium
products in January 1968,

While the danger perhaps may not be as great in the case of lindane,
it is true, is it not, that you do not register lindane vaporizers, or have
not registered them for use in homes, where they would be in the
kitchen or around nurseries or elderly people? Is it not also true that
lindane vaporizers for use in the home are being advertised in national
magazines, and that these products are being sold by the millions for
use in the homes right to this day? '
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Dr. Axperson. I do not know about the sale of millions. We are
aware of advertising of these products for use in the homes, yes.

Mr. Navenron. I think as recently as 3 or 4 months ago, or perhaps
less time than that, a Sunday supplement that is circulated nationally
contained an ad for a lindane vaporizer by mail-order sales. Is there
not something you can do to stop this?

Mr. MiuLer. The most effective action that can be taken to stop
this would be cancellation of registration.

Mr. NavcHron. There is no registration for this use in the home.
~ Mr. Miuier. No. Then none of the products could be shipped in
imterstate commerce.

My, Navenuron. When a product is being advertised for use in the
home with no warning whatever about contamination on food, that
may be on the produect but not in the advertising?

Mr. Miier, The problem you are talking about is complicated by
the fact that in most of these instances that we are aware of, the inter-
state shipments themselves have not proved to be illegal. In other
words, they have not involved the shipment of a nonregistered product,
o that eriminal action could not be taken on the basis of the interstate
shipment of a nonregistered product.

I might say that some time ago—and by this T mean in the fall of
1967—we became extremely concerned about the advertisements of
which you speak, and we started at that time an investigation which
included the inducing of samples. What we were attempting to do
was, No. 1, to determine whether or not we could build up a criminal
file with respect to shipments under these advertisements, bearing in
mind, of course, that we do not have any jurisdiction over pure ad-
vertising, advertising as such.

Mr. Founrain, They are under the Federal Trade Commission, is
that not true?

Mr. Mmer. Yes, sir. And secondly, we were attempting to determine
whether or not we could build up a file which would serve as a basis
for the cancellation of the registration,

But as I say, the most effective way to stop this would be a cancel-
lation of registration. If the registration of these products—the
lindane pellets—are canceled, then there could be no interstate ship-
ment at all and it would not be possible to advertise the products in this
manner,

Mr. Navenron. Have you explored the possibility of using the ad-
vertising in conjunction with the shipment? Is not advertising a form
of labeling ?

Mr. Mizrer. It may or may not be. If it meets the definition of ac-
companying labeling under the statute, then it would be. In order to
pursue the theory of which you speak, and construing the advertising
to be accompanying labeling—that does not bother me—we would still
have to prove that there was a statement which was false or mislead-
ing : and in all of the cases where we induce a sample, the product that
was shipped in interstate commerce, as I reeall, was the product which
the advertisement said would be shipped in interstate commerce. The
theory would have to be that this was a representation for home use
when this particular product had not been registered for use in the
home.
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Mr. Nauveuron. Of course, you had a problem because you were reg-
istering the product yourselves for use in on restaurants and on a con-
tinuous basis where iood is? I think some of the ads that have come to
our attention appeared in Parade magazine which is nationally dis-
tributed on Sundays. Did you .11 any time contact the publications
which were carrying these ads who may have had no idea that such a
violation may have been involved in the shipments and called to their
attention the provisions of the law and concern about lindane and see
whether they wouldn’t voluntarily refrain from carrying the ads?

Mr. Mizier. We had several citations on lindane vaporizers and
pellets, Mr. Naughton, and I cannot recall whether or not any of those
\\ ere directed to a mail-order house or not. The reason I give you this
type of answer is we have refrained from taking further action in the
citation area because of the action which has been taken to cancel
l(‘"l‘\lld{'()ll.

Mr. Navenron. You feel that if the cancell: ition does succeed and is
upheld, then you will have no problem in seizing any shipments of
lindane across State lines?

Myr. MirLer. That is correct. And there will also be no question con-
cerning the confusion that results because of the continuous use type
vaporizer and the fumigator type.

Mr. Naverox. Let me just read avery short ad :

An electronic bug killer automatically dispeuses invisible chemical vapor
developed to rid your home of mosquitoes, flies, gnats, spiders, roaches, ants,
silverfish moths—even fleas that pester your pets. Just plug it in and forget
about bugs all season, One bug killer unit protects average home, has two months’
supply of ten lindane pellets.

Nothing on there suggests that it may be dangerouns and you should
not put it in the nursery or it may leave illegal residues on your food
if vou have it in the kite hen.

Mr. Mirrer., There are some other statements in that advertising
that bother me.

Mr. Navenron. Unfortunately, there are a good many people that
use products without reading the labels,

Would you perhaps be able to supply some information for the rec-
ord as to what the situation is in this area, and what you think you
may be able to do about it ?

(The following statement was subsequently provided:)

The following enforcement actions have been taken with respect to lindane
vaporizing units during the first 10 months of fiscal 1969 :

1. A recommendation for prosecution has been referred to the Office of the
General Counsel of this Department.

2. Notices of contemplated eriminal proceedings (eitations) have been issued
with respect to five lindane vaporizer samples. These samples were of advertised
produets and were induced by our inspectors, or in one instance, purchased by a
cousumer. One of these citations invelved a mail-order house,

3. Citations have been prepared with respect to nine additional samples. Two
of these citations involve mail-order houses,

Iul\ iew has been completed of the investigational material relating to three
additional lindane vaporizing unit samples.

As indicated above, enforcement action has been initiated based upon the
advertising of the produets, The jurisdiction of this Department over economic
poison advertising is limited. The Department has no jurisdiction under the
FIFBA of advertising as snch, However, the Department may take action relative
to the interstate shipment of an econoimnic poison where false or migleading claims
are made in advertising which constitutes accompanying labeling under the act,
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or where claims made in advertising differ in substance from representations
made in connection with the registration of the product.

At the time that the decision was made to cancel the lindane registrations,
it was also decided that further enforcement actions should be withheld pending
the outcome of the registration actions. It is believed that the most effective
action which may be taken to prevent further violations in this area is the can-
cellation of registrations. Additional enforcement action with respect to lindane
vaporizers will depend upon the results which are achieved through the can-
cellation of registration actions.

Mr, Founrain., Do you coordinate with the Federal Trade Com-
mission in connection with advertising?

Dr. Hays. Yes, sir.

Mr. Fountain. Thank you very much, Dr. Anderson and Dr. Hays
and your colleagues for coming up, and for your very forthright re-
sponse to the reports of the Comptroller General and our own ques-
tions. We sincerely hope that this public hearing will serve as an in-
centive to you to appreciate even more seriously the situation, and thus
be able to de a better job of correcting it.

We may have you come back for some further questions, but at this
point I do not think so.

So the committee stands in recess until the further call of the Chair.

(Whereupon, at 1:15 p.m., the committee was adjourned, to re-
convene upon the call of the Chair.)




DEFICIENCIES IN ADMINISTRATION OF FEDERAL
INSECTICIDE, FUNGICIDE, AND RODENTICIDE ACT

TUESDAY, JUNE 24, 1969

House oF REPRESENTATIVES,
INTERGOVERNMENTAL RELATIONS SUBCOMMITTEE
oF THE CoMMITTEE ON GOVERNMENT OPERATIONS,
Washington, D.C.

The subecommittee met at 10:15 a.n. in room 2203, Rayburn House
Office Building, Hon. L. H. Fountain (chairman of the subcom-
mittee) presiding.

Present: Representatives L. H. Fountain, Benjamin S. Rosenthal,
Florence P. Dwyer, Clarence J. Brown, Jr., and Guy Vander Jagt.

Also present: James R. Naughton, counsel; William H. Copen-
haver, minority counsel ; and Morton Myers, staff member.

Mr. Fountain. Let the committee come to order. Let the record show
a quorum is present. Our hearing today is a continuation of an earlier
hearing last month in connection with the subcommittee’s investiga-
tion of the administration of the Federal Insecticide, Fungicide, and

odenticide Act by the Department of Agriculture and related activi-
ties of other Federal agencies.

The Insecticide Act requires that pesticides shipped in interstate
commerce must be registered with the Department of Agriculture.
Under the law, the manufacturer is required to show that a pesticide is
safe and effective before it can be registered. The law provides crimi-
nal penalties for interstate shipment of unregistered, adulterated, or
misbranded pesticides and authorizes seizure of such products.

Two reports by the General Accounting Office and the previous sub-
committee hearing have established the existence of serious deficiencies
in the action being taken by the Department of Agriculture to carry
out its responsibility to protect the public from hazardous pesticides.
At today’s hearing we hope to take further testimony concerning this
sitnation and the extent to which action is being taken to correct these
deficiencies. In addition to witnesses from the Department of Agri-
culture, we also have witnesses present from the Food and Drug Ad-
ministration to testify concerning responsibilities of that agency with
respect to pesticides.

Senator (GGaylord Nelson of Wisconsin had also planned to present
testimony today, but his office has advised vs that it may not be
possible for him to appear.

T am sorry also that the House will be in session at 11 o'clock, and
this may handicap us some, but we will go as long as we can.

We have with us today a number of people from the Department
of Agriculture. From the Office of the Secretary, Dr. Ned D. Bayley,
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Director, Science and Education. From the Agricultural Research
Service, Dr. George W. Irving, Jr., Administrator; Dr. Robert Ander-
son, Associate Administrator; Dr. Harry W. Hays, Director, Pes-
ticides Regulation Division; Mr. Lowell E. Miller, Assistant Director
for Enforcement, and Mr. Harold G. Alford, Assistant Director for
Registration. And from the Office of General Counsel, Mr. Charles W.
Bucy, Assistant General Counsel for Marketing, Regulatory Laws,
Research, and Operations.

From the Food and Drug Administration, Mr. R. E. Duggan, Dep-
uty Associate Commissioner for Compliance; Dr. T. H. Harris, Chief,
Division of Pesticide Registration. Also from HEW, Mr. William W,
Goodrich, Assistant General Counsel, Food, Drngs, and Environ-
mental Health Division.

Before we proceed. Dr. Trving, would you care to make any opening
remarks? Do you have a statement yvou would like to give the
committee?

Dr. Irvine. I have with me a prepared statement of some 20 pages
which we thought might be helpful to the committee,

In licht of the previons committee hearine on May 5 and in the
light of questions that have been asked of us and responses given since
the time of that hearing, we proposed to place in some chronological
order the events leading up to and the establishment of the task force
which examined the activities of the Pesticide Reoulation Division a
few years ago, their conclusions, recommendations, and our responses
to them.

Second, we proposed to review legislative changes that the Depart-
ment is in the process of proposing now to strengthen our adminis-
tration of the Pesticide Regulation Division.

And, third, we proposed to acquaint the committee with a very
recent study of the National Academy of Seiences, National Research
Council Committee on Persistent Pesticides, their conelusions and
recommendations and our observations on them.

That is the sense of the statement that T have, My, Chairman. T
would be ¢lad to present it to you now or to snbmit it for the record as
yon choose. '

Mr. Founramw. Mr. Naughton advises me that the statement, while
it would be helpful to us and to the committee, does not directly relate
to many of the things we would probably be asking questions abont.
So, if you don’t mind, we would like to receive it into the record for
consideration of the full committee. And if you care to make any
comments about it or any other comments as a way of preface to our
guestions, we would be glad to have yon do that.

(Dr. Irving's prepared statement. follows:)

PREPARED STATEMENT OF DR. GEORGE W. TRVING, JR., ADMINISTRATOR, AGRICULTURAT
RESEARCH SERVICE, U.8. DEPARTMENT OF AGRICULTURE

Mr. Chairman, members of the committee, representatives of the Agrienltnral
Research Service appeared before this subecommittee on May 7. Our agency was
asked at that time to discuss two areas of our responsihility that had been ealled
to the attenfion of the Congress by reports from the U.8. General Accounting
Office, dated September 10, 1968 and Febrnary 20, 1969. Dr. Robert J. Anderson,
Associate Administrator, disenssed the subjects of the reports: (1) Improving
regulatory enforcement procedures involving pesticides, and (2) resolving ques-
tions of safety concerning certain registered m of lindane pesticide pellets.
Dr. Anderson reported on our administration of activities in these areas under
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the Federal Insecticide, Fungicide, and Rodenticide Act—or FIFRA—and on
what we are doing to improve and strengthen these activities.

My associates and I are glad to have the opportunity to come before you today
to answer questions and to provide additional information concerning our efforts
in ARS to strengthen the administration of pesticides regulation.

I would like to review, first, the establishment of the task force to study the
Pesticides Regulation Division, the findings and recommendations of the task
foree, and what we are doing to implement those recommendations.

ESTABLISHING A TASK FORCE

The discovery and development of pesticides and other chemicals registered
under the provisions of the FIFRA increased very rapidly during the period
1945-65. Under the pressure of the large number of new chemicals, plus the com-
plexity of regulating their use to provide for safety and efficacy, the demands upon
the Pesticides Regulation Division of ARS also increased. The expended registra-
tion and enforcement program of the Division made it necessary to develop ways
of meeting the increased workload effectively within budget confines. In response
to the need, the Secretary of Agriculture appointed a task force in June 1965 to
study the operations of the Pesticides Regulation Division and to submit recom-
mendations based on its findings.

The group consisted of five full-time employees of the U.S. Department of
Agriculture and three consultants, representing the National Academy of Sciences,
a State government, and an industrial chemist. The representative areas were
arefully selected to provide a balance between knowledge of the responsibilities
of the Division under study and an informed objectivity regarding the subject
matter. Members of the task force were:

Dr. Harry W. Hays, Chairman, Director of the Advisory Center on Toxicology,

National Academy of Sciences-National Research Couneil.

Mr. James T. Caprio, Jr.,, Office of Budget and Finance, U.S. Department of

Agriculture.

Mr. Charles A. Cash, Operations Analysis Staff, Agricultural Stabilization and

Conservation Serviee, U,8. Department of Agriculture.

Dr. T. Roy Hansberry, Agricultural Research Division, Shell Development

Company.

Mr., Allen B. Lemmon, Chief, Division of Plant Industry, California Department
of Agriculture.
Dr. Wilbur D. MeClellan, Crops Protection Research Branch, Crops Research

Division, ARS, U.S. Department of Agriculture.

Dr. R. D. Radeleff, Animal Disease and Parasite Research Division, ARS, U.S.

Department of Agriculture.

Mr. Kenneth C. Walker, Office of the Administrator, ARS, U.8. Department of

Agriculture.

In addition, Mr. Harold G. Alford, Pesticides Regulation Division, ARS, was
designated as executive secretary and Mr. George A. Robertson, Office of the Gen-
eral Counsel, as special consultant for the group.

The task force was asked by ARS, with the full support of the Director of
Secience and Education and of the Secretary, to do the following :

1. Review and evaluate the mechanies of registration, enforcement, manage-
ment, and organization of the Pesticides Regulation Division in administering the
Federal Insecticide, Fungicide, and Rodenticide Act, and to make recommenda-
tions for improvement.

2. Review and evaluate the criteria nsed in determining the safety and efficacy
of pesticides and other agricultural chemicals, g

3. Review and evaluate work performance efficiency in processing registration
applications and recommend changes, including automation, that might be nsed
to improve that efficiency. :

Review and evaluate the environment for scientists as it relates to initia-
attraction of competent personnel.
ixplore the adequacies of space, facilities, and financial support of the
Division's program,

6. Review the interagency agreement—among the Departments of Agrienl-
ture; Interior; and Health, Education, and Welfare—as it relates to the regis-
tration of pesticides,

I:Z\|.|l<4rt‘ wiays fo lmprove cooperation between the Pesticides Regulation
Division and industry that would be mutnally beneficial.
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8. Review the procedures for cooperation and liaison with nnits within the
Department of Agrienlture and with other Federal and State agencies.

The group held its first meeting July 8 and 9, 1965, at which time they devel-
oped lines of inquiry and divided the members into three major subcommittees
to allow for an intensive study.

RECOMMENDATIONS AND RESULTING ACTION

On November 19, 1965, the task force presented its report to the Agricultural
Research Service. The recommendations of the task force and the actions that
we have taken to carry them out are as follows :

1. Recommendation—The Agricultural Research Service should elarify the
mission of the Pesticides Regulation Division and keep the Division personnel
informed of the objectives,

Since July 1, 1966, the Director of the Pesticides Regulation Division has held
biweekly staff meetings to discuss the objectives of the Division in both reg-
istration and enforcement as well as any problems that need special attention.
The Division has also established regional meetings with their field personnel as
part of an information and training program.

2, Recommendation.—The Director’s Office should consist of a Depnty Direc-
tor for Registration, a Deputy Director for Enforcement, an administrative offi-
cer, an advisory staff, and an Office of Technical Data.

In June 1966, the Director’s Office was reorganized to provide for an Assistant
Director for Registration, an Assistant Director for Enforcement, an assistant to
the Director for Management, an assistant to the Director for Program Appraisal,
an assistant to the Director for Cooperative Relations, and an assistant to
the Director for Information. The Technical Dafa Section was established
Iin August 1966. The advisory staff, proposed by the task force, has not heen
established in that form, but three medical experts have been appointed and do
function as collaborators to advise on matters of safety for human health,

3. Recommendation—Under the Deputy Director for Registration, establish
a Registration Branch with three sections: (a) a Registration Section, (b) a Re-
newal Seetion, and (e) a New Applications Section.

In 1966-67, the registration branch was reorganized to provide for (a) prod-
uet evaluation staff, (b) Resubmissions Section, (¢) Distributors’ Labels Section,
and (d) Petitions Control Section.

4. Recommendation.—Under the Deputy Director for Enforeement, establish an
Enforcement Branch having three sections: (a) a Case Development Seetion,
(b) an Investigation Section and (¢) a Laboratory Section.

In 1967-68, the Enforcement Branch was reorganized fo provide for (a) a
Case Review and Development Section, (b) an Inspectional Services Section,
(c) a Laboratory Services Section, and (d) a Prosecutions and Imports Section.

5. Recommendation.—The Division shounld publish a mannal of instruetions for
use by the Division staff, outlining the general procedures for registration and
enforcement, and eriteria to be used in evalunating safety and effectiveness,

In March 1966, the Division began to issue memorandums that disseminate in-
formation to the staff on procedures in registration and enforcement, Starting in
early 1967, meetings have been held with the safety evaluation staff to review
and evaluate data submitted in support of registration. Beginning in October 1968,
petitions for a tolerance or exemption from a tolerance under the Food, Drag, and
Cosmetic Act, and applications for registration of new chemieals, have been re-
viewed for safety and effectiveness by the Director and members of the respective
review staffs, These memorandums and related doenments will serve as the basis
for a manunal which will be developed for the Division staff.

6. Recommendation—The Division shonld publish a mannal of instructions
for nse by industry, outlining procedures for registration, types of finished
labels, and information needed for various classes of compounds.

Notices from the Division, called PR notices, are issued to members of the
industry concerned, outlining changes in registration. These notices will form
the basis for a manual of instructions for the benefit of industry.

7. Recommendation—There should be a periodic review of interpretations
and the operating personnel should be advised of those changes.

Beginning in latter 1966, interpretations of specific parts of the act have been
reviewed periodieally at Division staff meetings to determine whether or not
revisions are necessary. There are 24 such interpretations that have been pub-
lished in the Federal Register, For example, it was decided to revise interpreta-
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tion 18 concerned with “Warning, Caution, and Antidote Statements on Labels,”
This revision was published in the Federal Register on April 4, 1969.

8. Recommendation.—The Division shounld insist on having a finished copy of
the label to be used on the product before registration is granted.

This recommendation was considered in 1966, but it was decided that the best
practical approach was to defer action until the registration branch was ade-
quately staffed and the backlog of registration applications reduced to a work-
able level,

By July 1 we will be requiring finished labels for all new products before
registration and for all produects submitted for reregistration, Notice of this
policy will be published in the Federal Register and individual notices will be
sent to registrants.

9. Recommendation—The Division should make arrangements for space in
which conferences with industry representatives can be held in privacy.

In the summer of 1967, the office layout was rearranged to provide each chief
stall officer with sufficient space to hold conferences in privacy.

1. Recommendation—The registration section must exercise more rigid con-
trols over the maintenance of files and of confidential information.

In 1967, a special area was assigned for housing the files containing confi-
dential information supplied by applicants or registrants. The files are under
the supervision of a clerk, and no one is admitted in the file room except those
authorized to have aceess to the records.

11. Recommendation—Requests to registrants for additional information in
support of applications should be made by the Deputy Director for Registration.

Since early 1967, requests for additional information in support of appliea-
tions have been made Dy the Assistant Director for Registration.

12, Recommendation—Renewal notices should be limited to one notice 30 days
prior to cancellation,

Renewal notices for registration will be sent out, beginning in July, and only
one notice will be given.

13. Recommendation—A work measurement system and long-range planning
program should be instituted at once to identify future problems and to predict
workload and needed resources.

Sinee 1967, ARS has been working under the Federal long-range planning
program, called the planning programing budgeting system. The Pesticides Regu-
lation Division has been requested to develop a program that would be con-
sistent with PPB. The Division has also recently initiated a program appraisal
in all field laboratories and stations which will inelude a study on work
measurement.

14. Recommendation.—The Division should establish, as soon as possible, an
aggressive training and recruitment program. The employees should he en-
couraged to participate in the incentive awards program.

From 1866 tothe present, approximately 185 out of the 256 people in the Division
have taken, or are taking, gradnate courses, special courses in instrumentation,
in analytical chemistry, as well as managerial and corresponidence courses. The
Division personnel have been encouraged to participate in the incentive awards
program. From 1966 to 1069, 11 quality within-grade inereases and four sugzes-
tion awards have been authorized. The Division has not developed a reeruitment
program, but has depended upon the programs conducted by ARS Personnel
Division.

15. Recommendation.—The enforcement activities should be greatly expanded.

Since 1966, enforcement activities have been greatly expanded. Specific ac-
tions taken to strengthen enforcement of FIFRA was the principal topic of
discussion during the appearance of ARS representatives before this ecommittee
on May T, and is now a part of the record. Therefore, I will not take the com-
mittee's time to repeat the information,

16. Recommendation—The regional chemical laboratories should be consoli-
dated into a central laboratory and a critical review made of the role of the
biological laboratories in relation to their importance to the Division.

The chemical laboratories have not heen consolidated. We have concluded that
the small laboratories are more efficient to operate and require less distance for
shipping of samples.

17. Recommendation.—Greater cooperation between State and local govern-
ments would facilitate the work of the enforcement branch, especially in the
area of sampling.




The professional staff of the Pesticides Regulation Division has held eight
regional meetings with our field personnel. At each of these meetings, officials
of the surrounding States were invited to participate in discussions of recurring
State and Federal problems, The Federal inspectors gave detailed demonstrations
of methods of sampling, and the analytical chemists discussed official methods of
analysis. In addition, both State and Federal officials reviewed the requirements
for registration and enforcement as well as what could be done to strengthen
operations in these areas.

These meetings have resulted in a better understanding of the responsibilities
of State and Pederal officials and the need for continued eooperation. The meet-
ings also provided an opportunity to alert the State officials to our recall pro-
gram and to what they could do to assist us in implementing action taken by our
Federal agency.

18. Recommendation.—Representatives of the interagency agreement should
recommend firm and specific guidelines of responsibility and authority in each
of the participating departments. The agreement should be reviewed and, if
necessary, revised.

Sinee 1966, the Pesticides Regulation Division has made a number of changes
in our activities taken under the provisions of the interdepartmental agreement.
Labels have been transmitted to the participating agencies on a day-to-day basis
rather than on a weekly basis as provided in the agreement. We have held meet-
ings with representatives of the Public Health Service, and Food and Drug Ad-
ministration of HEW and with representatives of the Department of Interior to
discuss problem areas and to work out more effective procedures of operation.

Representatives of the three Departments concerned with the agreement have
recommended that monthly meetings of working groups be held to determine what
additional changes may be needed, including a revision of the agreement itself.

19. Recommendation—Because of the importance of pharmacology and toxi-
cology in determining the safety of all produets registered with the Department
of Agriculture, we recommend that persons with advaneed training in these dis-
ciplines be added to the Division.

We have completed our safety evaluation staff, with the exeeption of the chief
staff officer, In regard to this position, we have been unable to find a person who
is qualified and available, In the meantime, the Division Director, who is well

gualified in toxicology, is giving supervision to this work.

PROPOSED LEGISLATION TO AMEND FIFRA

The Department of Agriculture has taken additional action to strengthen public
protection provided by FIFRA through legislation to amend the act, During the
90th Congress, the Department submitted a legislative proposal to strengthen the
administration of the act as follows:

(1) Require that every person who owns or operates any establishment in any
State, territory, or the Distriet of Columbia, engaged in the manufacture, prep-
aration, propagation, compounding, or processing of an economic poison, register
with the Secretary of Agriculture his name and places of business.

(2) Permit inspection of (a) establishments in which economic poisons or
devices are manufactured, processed, packed, or held for distribution or sale, and
(b) any means of conveyance being used to transport or hold any economic
poison.

(3) Provide that an economiec poison shall be deemed misbranded if it is manu-
factured, prepared, propagated, compounded, or processed in an establishment not
duly registered.

(4) Provide that an economie poison is adulterated if the methods, controls, or
facilities used for manufacturing, processing, packaging, or holding such eco-
nomiec poison do not conform with good manufacturing practice.

(5) Empower Federal courts to issue injunctions to enforce and restrain viola-
tions of the act.

(6) Amend the provisions to add civil penalties,

Similar legislative proposals were introduced in the 89th and 88th Congresses,

No bills have yet been introdnred during the 91st Congress to amend FIFRA.
The Department is preparing a legislative proposal for submission to the Con-
gress which will inelude the provisions of the proposal made to the 90th Con-
gress, in addition to some further proposals that appear fo be desirable.
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COMMITTEE ON PERSISTENT PESTICIDES, NAS-NRC

The Department of Agriculture has taken action to augment the general fund
of knowledge coucerning pesticides and, thus, to put the Nation in a better posi-
tion to protect against possible hazards from their nse. As an example, in Novem-
ber 1966 the Department requested that the National Academy of Sciences-Na-
tional Research Council make a study of the impact of persistent pesticides upon
the environment, The study was carried out under contract by a “Committee on
Persistent Pesticides,” established for that purpose.

The committee was made up of 15 representatives of major nuniversities of the
country, the chemical indunstry, and the Public Health Service, Dr. James H.
Jensen, president of Oregon State University, served as chairman. The group
made an intensive study, including interviews with more than 20 recognized
authorities in fields of agriculture, human health, conservation of natural re-
sources and the total environment, food industry, and the chemical industry.

CONCLUSIONS OF THE COMMITTEE ON PERSISTENT PESTICIDES

The committee submitted a report of their findings to me, dated May 27, 1969,
Included in the report were the following conclusions ;

1. Persistent pesticides are contributing to the health, food supply, and comfort
of mankind, but, in the absence of adequate information on their behavior in
nature, prudence dictates that such long-lived chemicals should not be need-
lessly released into the biosphere.

2. Although persistent pesticides have been replaced in some uses and are
replaceable in others, they are at present essential in certain situations.

3. No decrease in the use of pesticides is expected in the foreseeable future,
On a world basis, increased use is probable,

4. Although the use of DDT has decreased substantially, there was no im-
portant change in the use of other organochlorine insecticides in the United
States during the 10-year period ending June 30, 1967,

5. Available evidence does not indicate that present levels of pesticide residues
in man’s food and environment produce an adverse effect on his health.

6. Registration requirements for persistent pesticides appear to provide ade-
quate safeguards for human health, but continning attention must be given to
accommodating new knowledge and insuring against subtle long-term effects.

7. Residues of certain persistent pesticides in the environment haye an adverse
effect on some species of wild animals and threaten the existence of others,

8. The availability and low cost of effective persistent pesticides have slowed
the development and adoption of alternative methods of control.

9. Work on nonchemical methods as alternatives to persistent pesticides has
been emphasized in recent years, and continued support for this work is needed,

10. Inadeguate attention and support are being given to developing pesticidal
chemieals and to improving techniques for using them.

11. Persistent pesticides are of special coneern when their residues possess—in
addition to persistence—toxicity, mobility in the environment, and a tendency
for storage in the biota.

12, A few organochlorine insecticides and their metabolites have become
widely distributed in the biosphere, appearing in the biota at points far from
their places of application.

13. The biosphere has a large capacity for storage of persistent pesticides in
the soil, water, air, and biota, but little is known concerning amounts of persistent
pesticides and of their degradation products that are stored in the biosphere.

14. Knowledge is incomplete concerning the fate and degradation of persistent
pesticides in the environment, their behavior in the environment, the toxicity of
the degradation products, and the interaction of these products with other
chemicals.

15. Present methods of regulating the marketing and use of persistent pesticides
appear to accomplish the objectives of providing the user with a properly labeled
product and holding the amounts of residue in man and his food af a low level.
However, they do not appear to insure the prevention of environmental contami-
nation,

16. Public demand for attractiveness in fruit and vegetables, and statutory
limits on the presence of inseet parts in processed foods, have invited excessive
use of pesticides.

17. The national pesticide monitoring program provides adequate information
about residues in man and his food, but it does not provide adequate informa-
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tion about the environment generally, because it can detect changes in residues
only in selected parts of the biosphere.

18. Contamination of the biosphere resulting from the use of persistent pesti-
cides is an international problem. Changes in techniques for using these pesti-
cides and the substitution of alternatives here and abroad are questions of
immediate concern to all mankind.

RECOMMENDATIONS OF THE COMMITTEE ON PERSISTENT PESTICIDES

The committee made the following recommendations:

1. That further and more effective steps be taken to reduce the needless or
inadvertent release of persistent pesticides into the environment.

2. That, in the public interest, action be increased at international, national,
and local levels to minimize environmental contamination where the use of
persistent pesticides remains advisable.

3. That studies of the possible long-term effects of low levels of persistent
pesticides on man and other mammals be intensified.

4, That efforts to assess the behavior of persistent pesticides and their eco-
logical implications in the environment be expanded and intensified.

5. That public funds for research on chemical methods of pest control be in-
creased without sacrifice of effort on nonchemical methods.

6. That the present system of regulation, inspection, and monitoring to protect
man and his food supply from pesticide contamination be continued.

7. That the objectives and procedures of the national pesticide monitoring pro-
gram be reviewed and that the feasibility of obtaining data on quantities of
persistent pesticides in the biosphere be studied.

CONCLUSION

The NAS-NRC Committee’'s appraisal of the situation relating to persistent
pesticides appears to be reasonable and balanced. Its conclusions and recom-
mendations imply some changes in Department programs that will require some
additional time for full evaluation.

In conclusion, I believe that my statement as a whole points up the fact that
we are dealing effectively with the problems of pesticides regulation. I have also
indicated that there is more to be done, particularly in the area of enforcement,
We intend to continue making improvements through the 1971 budget process,
throngh proposals to the Congress for additional legislation, and through our
proposed organizational changes in the Pesticides Regulation Division. Action
on the 1970 budget will determine the extent to which we can implement some
of these changes more immediately.

Mr. Chairman, that concludes my statement. My colleagues and I will be glad
to answer questions at this time.

Dr. Irvine. Very good, sir. I would like to say just this: The burden,
workload, great plohtemhnu of the number of chemicals that were
being offered for registration several years ago put increasing pressure
upon the Pesticide I\euuht}fm Division to handle them. There was evi-
dence of delays in the registration of these chemicals.

In response to a need to examine the procedures of the Division
the Secretary of Agriculture appointed a task force that was chaired
by Dr. Hays, who is here at the table with me, now the Director of
the Pesticides Regulation Division, and a number of other people
inside and outside the Department, to advise us on operations in that
Division. That they did. They made certain recommendations which
have sinee been taken under advisement and most of them have been
followed to strengthen the operation of the Division.

Wae are now in vastly better condition with respect fo registration
in that Division than we were prior to that time. We also have strength-
ened our enforcement activities as a result of the recommendations of
that report. We do recognize some deficiencies in the current legisla-

tion under which we operate,.




We have in several Congresses past submitted proposals for amend-
ment of the Federal Insecticide, Fungicide, and Rodenticide Act. No
action has been taken to date.

Mr. Fountary. Who were those proposals submitted to—proposals
or amendments? :

Dr. Irviva. These would be a part of the Department’s—the Secre-
tary’'s—legislative program submitted to the Congress as proposals of
the Department.

Mr, NaveErox. Dr. Irving, have any legislative proposals in this
area actually been submitted to the 91st Congress?

Dr. Irvine. The current Congress?

Mr. NaveHTON. Yes.

Dy, Invina. No,sir; not yet,

Mr. NaveHroN. Then you don’t expect any action this session, do
you ¢

Dr. Irvine. It is conceivable we could still get action this session.
But as you well understand, such proposals have to be cleared through
the Executive, including the Bureau of the Budget, before they can
be submitted. That is the current status.

Mr. NaveaTox. Do you feel that the lack of the additional legisla-
tive authority you eventually may seek is the heart of the problem
relating to these deficiencies in administration or is this just some-
thing that would be of some additional hel p?

Dr. Irvine. I think it contributes heavily to the total problem. I
don’t think new legislation will correct some of the things for which
we have been criticized.

Our major lack I think, Mr. Naughton, has been funds and the per-
sonnel ceilings that have prevented us from fully staffing as we would
hope to do eventually, the various parts of the Pesticide Regulation
Division.

1 think you are perhaps familiar with some of the items in the legis-
lation proposed. We need authorization to inspect and to license manu-
facturers and distributors of these chemicals, access to their enter-
prises. This would help us very much, I believe, in controlling the
economic poisons, so-called, in interstate commerce. I don’t think it
would correct all of our problems but it would be a distinet help to us.

Mr. NavearoN. For some 20 years almost I think the Agricultural
Research Service, Pesticide Regulation Division, had the authority
to examine records of manufacturers to determine where hazardous
or potentially hazardous chemicals have been shipped in order to get
them off the market.

Prior to the last few months did you ever once exercise that
authority? :

Dr. Irving. To what extent have we exercised that authority prior
to the last few months, Dr. Hays?

Dr. Havs. I think we have, Mr. Naughton, on several occasions
exercised this authority in our seizure actions and voluntary recall
on the part of the industry to withdraw materials from the market.

Mz, Navearon. Prior to the last few months, Doctor ?

Dr. Hays. Yes.

Mr. Navearon., Would you provide a list of every time, prior to
18 months ago, that you exercised this authority? There may have
been a few times. I am not aware of any. ]




o4

Dr. Havs. We would be glad to provide it.

(The following statement, was subsequently submitted :)

In addition to those cases listed in a letter to Victor L. Lowe from R. J. An-
derson dated May 22, 1968, a copy of which was presented in connection with
the previous hearing before the Subcommittee on Intergovernmental Relations
House Committee on Government Operations, May 7, 1969, a further review
of our records indicates that in 1962 on the basis of nonregistration we inter-
cepted and seized interstate shipments of “Steri-Fleece,” a laundry product
containing (3,4,4-trichlorocarbanilide) which caused methemoglobinemia when
diapers laundered in the product were used on premature infants. Representa-
tives of the Division examined the company’s records to determine where the
product was shipped. Calusa Chemical Co., the manufacturer, recalled all other
outstanding merchandise which was not seized.

On two other occasions inspectors of PRD visited the Chipman Chemieal Co.,
of Portland, Oreg. Once on February 2, 1963, to examine the records regarding
a product containing “Rotenone,” which was contaminated with DDT. The
other instance was in February 1965. This involved two produets, each an insee-
ticide which was adulterated with a herbicide. Our inspector confirmed that in
each instance the company’s records showed that outstanding stocks had been
recalled.

Prior to May 22, 1968, we had not routinely examined shipping records of
companies,

Mr. Naveuroy. Dr. Irving, do you really think that some additional
legislative authority that you have sought in past Congresses and may
wind up seeking in this Congress is the heart of the problem ? Have
you read the record of the previous hearings and the GAO reports?

Dr. IrvinG, Yes, sir.

Mr. Navearon. Aren’t there a great many things there that don’t
relate to lack of personnel but relate to a lack of appropriate use of
personnel and authority that you have?

Dr. Irvineg. I will concede that. There are some things that we should
have done better and are now doing better than we did in the period
covered by these reports.

Mr. Navearon. Do you think you have the situation essentially in
hand at the present time? Are you satisfied that there is nothing, sig-
nificant, more to be done?

Dr. Irvine. I am never satisfied. T merely say we are in better shape
than we were at the period when the General Accounting Office made
their study.

Mr. Fountary. Dr. Hays, at our last hearing you were asked to
supply information for the record as to what arrangements you had
for receiving reports on pesticide poisonings, both from Federal
sources and from State and local sources and how well yon thought
these arrangements were working. _

The answer supplied for the record stated, and I quote, “The report-
ing system appears to be working very well.” What is the basis for
that conclusion?

Dr. Havys. Mr. Fountain, I think our system of reporting prior to
the 1-o.f1.=:1.1‘ut.1ml of any product is, in my opinion, fully satisfactory.
I think, as I mentioned to the committee at our last hearing, we have
in every submission for the registration of an economic poison the
requirement under the act that the registrant shall provide whatever
information is deemed necessary by the Secretary, for both effective-
ness and safety. =, ' )

Therefore, it is the responsibility of the industry to provide this
kind of information. In doing so, we set down our requirements of




the type of data that we think is essential to demonstrate the effective-
ness of any given product. J

Now, this comes to us in an array of forms. The industry may have
the laboratory facilities and the scientific personnel to this type of
work,

Mr. Founrarx. Are you talking about registration now, Dr. Hays?

Dr. Hays, Yes.

Mr. Founrain. I am talking about accident reporting. :

Dr. Hays. I am sorry. I misinterpreted your question. Our accident
reporting has been dependent entirely upon the information that is
brought to us by a variety of sources, either by radio, by newspapers,
by the State officials, by whatever means possible, and when we receive
this information we make an investigation.

Our inspectors, which I mentioned before at the committee meeting—
we have but, 26 inspectors for this job. We attempt to find out the rea-
sons for the particular accident, to determine first whether the product
was in compliance with the act, whether the directions for use were
adequate and, if complied with, would have prevented the accident,
or whether the directions for use were such that they might be altered
to give greater protection.

We think that this system of reporting is good. It is not fully ade-
quate. We do need more people in the field to do this kind of work.

Mr. Founrain. Approximately how many reports do you receive an-
nually on pesticide poisoning ?

Dr. Hays. I would have to ask one of the members of the staff who
is here.

Mr. Founrain. Iwould be delighted for you to call on anybody.

Dr. Hays. My, Dellavecchia, how many accidents, roughly, do we
have annually ?

Mr. Fountain. Reports of accidents.

Mr. Decravecenia. T would hazard a guess here. Last year we in-
vestigated 151 accidents. Now we endeavor to investigate all we hear
about, so 1 would hazard a guess that the number of reports we re-
ceived was approximately, say, 150 to 175, In other words, as we receive
the reports of the accidents we do endeavor to investigate them.

Mr. Founrain. How does that number compare in your opinion with
the total number of pesticide poisonings occurring every year?

Dr. Hays. I don’t believe there is any way in which we can really
ascertain that figure. I have seen figures that ave rather, in my opinion,
astronomical. And T certainly don’t believe that one report of some
20,000 accidents is anywhere near correct. We are sure we don’t receive
all reports of all accidents, but I believe we get a fair share of those
involving economic poisonings,

Mr. FountaiN, Do we have any figures from the poison control
center ?

Mr. Naveuron. Yes, but first may I ask Dr. Hays: You think the
150 poisoning reports or 175 that you receive annually is a fair share
of the total number of pesticide poisonings?

Dr. Havys. I think it is a reasonable estimate, although if our system
of reporting is anywhere similar to that of the poison control center,
then of course it wonld not be representative.

Mr. Fovnrtain, Is that for the whole Nation? 150 to 175 for the
whole Nation ?
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Dr. Hays. Those involving pesticides, yes,

Mr. Navenron. We do have figures from the poison control
cenfers.

I might indicate the poison control centers were originally set up
by the Public Health Service and it is a voluntary network which
has a headquarters unit in Washington and has units throughout the
country generally affiliated with hospitals.

The purpose of the centers is to obtain information concerning com-

onents of various compounds which are in general use, particularly
i households throughout the country and to keep available informa-
tion concerning the antidotes that should be used in the event of
poisonings resulting from those compounds.

Their purpose is not to gather information. At least their basic
purpose 1s not to gather information as to the number of poisonings
from various causes, but when they get a call from someone, in the
event of a poisoning, they make a report which does include, insofar
as they get the information the nature of the product responsible for
the poisoning.

The poison control centers receive, it is our understanding, some-
thing in the neighborhood of 5,000 reports of poisonings by pesticides
annually, of which approximately 4,000 involve children under 5.

The poison control center people advise us that in their opinion the
total number of poisonings is actually 8 to 10 times greater than the
number of reports they receive because they receive only a small
fraction.

From other sources also, the best information we conld ohtain wonld
indicate that the number of pesticide poisonings is somewhere in the
area of 50,000 annually.

Mr. Founrain. Were you aware, Doctor, that the poison control
centers do receive a substantial number of reports each year on pesti-
cide poisons?

Dr. Hays. Yes, sir.

Mr. Founrtain. Do you customarily obtain from the poison con-
trol centers data reported to them as to the particular pesticides in-
volved in poisonings?

Dr. Hays, Mr. Chairman, we have been routinely checking with the
poison control center, with Dr. Verhnlst, to review the records on
pesticides accidents.

Mr, Founrary. How long have yvou been doing that?

Dr. Hays. I would say in the past year.

My, FountarN. What about prior to that time?

Dr. Havs. T am not sure we made ourselves available of this par-
ticular service.

Mr. Navenrox. Dr. Hays, aren’t there computer runs made by the
poison control centers which list each accident and the type of poison ?
Are you familiar at all with that?

Dr. Hays. T am not aware of that.

Mr. Naveraron. You are not aware that a considerable amount of
data is available which, it is our understanding, is not heing requested
by Agrienlture Research Service, though we understand on occasion
when you are investigating a particular pesticide you may ask the
poison control center whether or not they have had accidents re-
ported or how many they had from a particular pesticide. Do you—
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well, it is obvious you weren’t aware they receive about 5,000 reports
a year.

Dr. Hays. That is correct.

Mr. FounraiN. How many of the 150 or so reports, 175, whatever
the figure was, you receive and investigate, concerning pesticide poi-
sonings involve human beings?

Dr. Hays. I would have to—let me check again with Mr. Della-
vecchia,

Dr. Irvineg, These statistical figures I am hearing—I am a bit con-
fused by them. I know the ones Dr. Hays is reporting are incidents
which may involve many people in each of the accidents. I think
those that Mr. Naughton is mentioning are individual human cases,
are they not?

Mr. Navcuron. I am not certain about that. At least one human
is involved in each case.

Mr. Founrary. I think Dr. Irving raises an important question.
When you refer to these 5,000 pesticide poisonings anually, are there
5,000 individuals or 5,000 incidents, 5,000 reports, and do your reports
involve a number of individuals, each of those reports?

Maybe we should get that straight for the record.

Dr, Havys. Of the 151, 52 of these involved humans.

Mr. Founraiy. About a third.

Dr. Havys. Yes.

Mr. Navearox. What did the rest involve?

Dr. Hays. Domestic animals, crops, fish and wildlife, water—pol-
lution of water, and the rest, I would say, undetermined causes.

Mr. Navearon. You had cattle, too, and farm animals. Aren’t
those probably the bulk? If you had a single large category there,
wouldn’t it be farm animals?

Dr, Hays. Mostly.

Mr. NavceaToN. Out of those 52 incidents involving humans, what
is the total number of humans involved ?

Dr. Hays. 163.

Mr. NaveaToN. Now the poison control centers, Mr. Dellavecchia,
they don’t keep records on animals, do they? Aren’t all their cases
humans?

Myr. Derravecenra. I don’t know, sir.

M. MyErs. Yes.

Mr. Navenron. Mr. Myers tells me they are all humans.

Mr. Founrain. Of course, Doctor, you have no way of bei ng sure
that a lot of children are not being poisoned unnecessarily, if you
don’t have a comprehensive system for obtaining poison reports, do
you ?

Screening reports and registrations will help but many of the 50,000
or so pesticides poisonings annually could be prevented, I believe, if
aceident patterns quickly become apparent, is that right?

Dr. Hays. That is possible, sir,

Mr. NaveaTow. Isn’t it apparent that 162 hnman incidents that you
get on a yearly basis is only a very small fraction of the actual number
of pesticide poisonings to humans?

Dr. Hays. That is a matter I think we don’t have actual data on.

Mr. NaveaTon. You told us a couple of weeks ago your accident
report system is working very well. Do you still think it is?
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Dr. Hays. The trouble with these records are that every accident,
whether it be simply swallowing something that is inert and the house-
wife takes the child to the hospital, becomes a hospitalization, so it is
not a very accnrate record of what we are referring to as actual poi-
sonings.

Mr. Navenrox. How many of those 4 to 5,000 cases a year that they
receive result in death?

Dr. Havs. T have no figure on that.

Mr. Navenron. So, you are not in a position to

Mr. Rosextrarn. How can yon operate without knowing these fig-
nres? How can you even continue to certify pesticides without knowing
these figures? The first thing T would do is spend a week and find out
how these figures jive with Poison Control and what I have and the
rest of us. It sounds shocking when you say to him “I don’t know how
many of those involve death.”

Dr. Havs. This is very diffienlt data to come by. Tt wasn’t until a
few years ago that the Poison Control Center was established—they
are now organized throughout the various States and it is conceivable
that one could make a very careful check, but here again the records
are still not as adequate as they shonld be,

Mr. Rosenrtaar. Did you ever ask them how many involve death?

Dr. Havys. The total number?

Mr. Rosexrian. For last year, How many of the 5,000 cases in-
volve death?

Dr. Havys. T don’t think we asked that question.

Mr. RosextrAr. It would seem to me it is the most elementary thing
to do. Why don’t vou eall them up and ask them?

Dr. Trving, That, we can do, Mr. Rosenthal, and we should. We
shonld have this figure. T am sure it must be a matter of record.

Mr. Rosextrar. T don’t know how the chairman feels. T think it is
insulting to this committee for you to appear before us and not have
that information.

Mr. Founrtain. T think the important thing is whether or not they
have heen getting this information before thev appeared before the
committee. T agree with Mr. Rosenthal. T think

Mr. Navenron. Doctor Trving, what is your opinion as to whether
the accident reporting svstem is working verv well ?

Dr. Inving. The accident reporting system in ARS? T think in the
time that we have been operating, and it is a short time, that it is work-
ing very well. T think the reports of incidents that come to our atten-
tion through the means Doctor Hays said are representative of what is
happening in the TTnited States with respect to pesticides. T would like
to know myself. as a result of the discussion here this morning, the
number of people that are involved in contrast to those that we are
talking about in the records of the Poison Clontrol Center. I would like
to know how many of those in the Poison Coontrol Center records are
false alarms—T am sure many are—and T would also like to know the
answer to the question Mr. Rosenthal asked us, HHow many are deaths.
My impression from all T have seen otherwise is that the number of
deaths from pesticides is very, very small.

Now, T can't give you a definite figcure on that, but I would just
gness here that of these 4,000, if that is an accurate figure, that very,
very few of them would be deaths.
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Mr. Naveuron, Isn’t that a subject that a man in charge of a regu-
latory agency shouldn’t be guessing about after 20 years?

Mr. RosenTiar. That is up to us to decide. !

Mr. Founrarx. That is a matter of opinion. I think the important
question is: Have you been able, or would you have been able, had you
taken the necessary steps to obtain the information which you now
say is available?

Dr. Irving. Yes, sir. I think the information—we could avail our-
selves of the information that exists and we should have.

Mr. Navenrox, Let me ask Mr. Dellaveechia : How many of the 162
humans in the cases you investigated died ¢

Mr. Devraveccuia, Eighteen.

Mr. Rosentran. Eighteen deaths?

Mr. Devnaveccuia. Yes.

Mr. RosexTHAL. In the cases you have reported, one of you two gen-
tlemen said you didn’t think there were many deaths.

Dr. Irvine, I said that.

Mr. RosenTuaL, Eighteen is not many 7

Dr. Irvine. It is a very dangerous ground to get on to minimize or
maximize figures. I won’t do it. I think 18 deaths is very serious. Eight-
een deaths is most serions. [ would not minimize it.

Mr. Founrain, Doctor Hays

Mr. Rosextnar. Let me pursue this. Is there an intergovernmental
or interdepartmental body that coordinates your efforts and Public
Health Service efforts in trying to make accident reporting more effi-
cient so that throughout the entire government everybody knows what
the figures are?

Dr. Irvixe. There is, Mr. Rosenthal, an interdepartmental Federal
Committee on Pest Control which has a subcommittee which con-
cerns itself with information quite like this, and Dr. Anderson, who is
current Chairman of that Committee, can answer better than L.

Dr. Axperson. Yes, sir. The Federal Committee on Pest Control
does have a subcommittee concerned primarily with developing and
coordinating an aceurate, reliable accident investigation system which
would bring together the reporting systems of Public Health, re-
porting systems of Interior, the reporting system of the Department
of Agriculture, where they are meshed in together and would result
in obtaining an accurate report of the accidents as is possible to get.

Mr. RoseNtrAL. When was their Tast report issued, Dr. Anderson?

Dr. ANpErsoN. Just recently. They have reported to the parent com-
mittee that they had discussions—this is a recently, annual, appointed
subcommittee—and they are working together in developing a sys-
tem. We don’t have, yet, a report of the total accidents from all of
these different agencies.

Mr. Rosextrar, With all the resources you have, vou still don’t
know the number of pesticide accidents for last year, for example?

Dr. ANpErsoN. Yes: we do. There is a report prepared by, I believe.
the Poison Control Center of PHS. T believe it is a quarterly report.
We get that and we do have it in our records, the number of accidents
reported. We include along with that the accident report that we
have and we compile that into a report of the Department.

. Mr. Founrain. Do you know of a comprehensive system for receiv-
g reports of poisoning ?
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Dr. Axperson. As I said, this subcommittee is charged with develop-
ing that comprehensive system. It is not fully operative yet.

Mr. FounTtarn. But you haven’t had it until recently.

Dr. Axperson. No.

Mr, Founrain. Can you explain why ¢

Dr. Axperson. I wouldn’t want to hazard a guess there. Each
agency has had a certain system of their own. If just hasn’t been
coordinated up to this time.

Mr. Founrtain. There had been no central reporting agency?

Dr. A~xperson. No.

Mr. Fountary. Whose responsibility is it?

Dr. Axperson. The Federal Committee on Pest Control has taken
over this responsibility of developing a coordinated national accident
investigation system.

Mr, Fountarn. But you do have to pass judgment on the pesticides.
You have to approve them?

Dr. Anperson. Yes.

Mr. Fountary. One of the bases for approving pesticides is such
information as you can get concerning its effectiveness and how it
affects human beings and animals?

Dr. AxpersoN. Yes. I might add, Mr. Chairman, that it has been
approximately 5 years ago that in the Department of Agriculture’s
Plant Pest Control Division we set up a pesticide accident investiga-
tion system.

We use all of the USDA agencies throughout the country. We in-
formed them of this system. We gave them the name of the Plant
Pest Control Division’s employee in each State to contact whenever
they received a report of an accident involving pesticides, fish kills,
human deaths, livestock and pet injuries, and crop damages, and it is
their responsibility to investigate it and determine the cause of it.
We do have records to that effect.

Mr. RosentrAL, Let me ask you if you can clarify a question in my
mind. T have a memo dated May 12, 1969, subject, pesticide accident-
incident situation report. Memorandum to W. C. Shaw, chairman,
FCPC Subcommittee on Pesticides Marketing and Disposal. It says
here:

Conferences with personnel from USDI, DOT, DHEW, and DOD, indicated
that no overall comprehensive coordinated system for investigating, tabulating,
reporting, and exchanging information on pesticide accidents-incidents were in
operation (February to March 1969).

‘What does that mean ?

Dr. Axperson. That means that there was no comprehensive co-
ordinated system, and the FCPC has assigned this task force the
responsibility of determining what is in existence and what needs to
be done to develop a coordinated and comprehensive system.

Mr. RosextaAL. You told me earlier there were statistics available
throughout the Government——

Dr. Axperson. There are, by individual agencies. But they are not
brought together as a comprehensive system.

Mr. RosextHAL, When, in your judgment, will it be that anyone
within the Government can get a compilation of last year’s pesticides
or economic poison accidents?
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Dr. Axperson. I haven’t checked with the subcommittee recently to
determine what their estimated timetable is, sir, but it should be
within a 6-month period. ]

Mr. RosentHAL. Do you think maybe you ought to suspend registra-
tion of all these items until you can get those figures?

Dr. Axperson. No,sir: I don’t. .

Mr. RosentAL, That is too radical an idea ?

Dr. Axpersox. I wouldn’t say it in that regard. I would say if we
had evidence to show that all these accidents were due to improper
registration, I think we would have a basis for restricting registra-
tion. But many of these—I would say the majority of the—are un-
related to the registered use.

Mr. RosentHAL. But they are related to the use.

Dr. Axperson. I would say misuse.

Mr. Rosextaarn. If the average citizen can misuse, maybe they
ought to be taken off the market—like cigarettes, [Laughter.]

Dr. Axperson. No comment, sir.

Mzr. Fountary. Dr. Hays, at our last hearing we discussed examples
of contradictory or confusing labeling of pesticides which had been
approved by the Pesticides Regulation Division. For exum{)le, labels
for lindane pellets warned against contamination of food, but, direc-

tions for use called for installation of continuous vaporizers in res-
taurants and foodhandling establishments, which was almost certain
to contaminate food, as your recent tests indicated.

What procedures, if any, do you have to insure that contradietory or
confusing labeling, particularly with respect to questions of safety,
is not approved and that label directions and warnings are clear and

understandable?

Dr. Haxys, Well, Mr. Chairman, we have on our labels that when
using pesticides every precaution be taken to protect the food and not
to apply it directly to the food. In other words, the labe) may say to
protect or cover the food when applying a pesticide in this area.

Mr. Founrary. Would you say this example I used of labels for
lindane pellets is an unnsual one, where directions called for the in-
stallation of vaporizers in restaurants?

Dr. Hays. I agree.

Mr. FounTain. Yet has a warning against contamination in food ?

Dr. Hays, That is right,

Mr. Founrary. What effort, if any, is made to insure that all warn-
ing statements and cantions, where necessary, are integrated in the
directions for use so that an unwary user will not be exposed to needless
hazards if he follows the directions and fails to read the warnings?

Dr. Hays. Mr. Chairman, I think that our labeling, onr directions
for use, are reviewed with the intent of trying to state as clearly as
possible to the user the hazards associated with a product’s use and if
used in accordance with the directions will not produce any injury in
that use.

We continue to revise the labeling wherever we suspect that there
may be an opportunity for some misuse.

Mr. Navenron. Dr. Hays, do you have a specific procedure to in-
sure that the warning statements and cautions are also integrated in
the directions for the use so that whether the user reads one or the
other or both he will still not be misled ?
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Dr. Hays. Well, Mr. Naughton, again we try to point out to the user
in the precautionary statements the things that he must do to prevent
any injury to the user.

In addition, of course, we have a campaign on the radio and on
television and in our pamphlets in the Department of Agriculture
pointing out the proper use of pesticides, to read the label before using
it at any time.

Mr. NavenTon. I appreciate that, but you have two sections on the
label. One includes warnings. It tells the user what to beware of.
“Don’t inhale this substance. Don’t leave it where children can get it.”
Things like that.

On the other side of the package, you have directions for use. Do
you check the directions for use against the warnings so that the direc-
tions for use don’t tell the man to do something that the warning tells
him not to do?

Dr. Havys. T think in most cases this is very carefully checked.

Mr. NaveaToN. Inmost cases?

Dr. Havys. There may be, at times, an inconsistency where you say
avoid inhalation, but if you spray it in the room, obviously you have to
inhale it. But we are saying avoid prolonged inhalation or direct in-
halation. Some may construe this to be an inconsistency. How can
you spray it and still not inhale it.%

Mr. NavenToN. You can put on directions for use, “don’t use for
over o many minutes of time.”

Dr. Hays. That is correct. We say avoid prolonged inhalation.

Mr. FounTain. Are you confident that the products being approved
for registration at the present time are being screened carefully
enough so that obviously contradictory labeling such as Mr. Naughton
is talking about, would no longer get by ?

Dr. Havs. T think we are doing the best job possible, Mr. Chairman,
in screening not only the labels but in reviewing and reviewing again,
all the data submitted with that particular application, to make cer-
tain that the precautionary labeling is consistent with the data and that
the directions for use are adequate.

Mr. Fountaiy. How much material do you have to review ¢

Dr. Hays. There are two types of material. First the data submitted
with the application. That’s the first review. It is on this basis, sir,
that you determine what goes on this label.

Then, after the review of the data we then review carefully the pro-
posed directions or proposed labeling.

Mr. FounTaIx. T-Eheu you say “we” who does that in the agency ¢

Dr. Hays. Our scientific review staff.

Mr. Founrarn, How many people do you have doing that?

Dr. Havs. We have about 50 or 60 people reviewing labels in the
various disciplines.

Mr. FounrtaiN. Then you're confident that at the present time,
products submitted for registration are being screened carefully?

Dr. Hays. Yes, sir. I am fully convinced they are being screened
very carefully.

Mr. Founrtain. How long have you been doing that?

Dr. Hays. We have been doing this since 1966. July 1 is when I came
to the Division.
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Mr. Founrain. Mr. Naughton, you might read some pertinent ex-
cerpts from a label which was accepted by PRD for registration on
May 12, 5 days after our last hearing, as an example of the sort of
thing that can and does happen. ;

Mr. NaveaToN. Mr. Chairman, this is a labeling for concentrated
insecticide, fly and roach spray, manufactured by the Hysan Products
Co. of Chicago.

The cantions include the following statements:

Use in well ventilated rooms or areas only. Always spray away from you. Do
not stay in room that has been heavily treated. Avoid inhalation.

On the other side, the directions for use start out in this manner:

Close all doors, windows, and transoms, Spray with a fine mist sprayer freely
upwards in all directions so the room is filled with the vapor. If insects have
not dropped to the floor in 3 minutes repeat spraying, as quantity sprayed was
insufficient. After 10 minutes doors and windows may be opened.

Mr. RosexTHAL. If there is anybody around to open them. [Laugh-
ter. ]

Mr. FounTaix. Any comment on that particular label ?

Dr. Haxys. I have no comment. I would have to study the label
carefully,

Mr. Founrain. Mr. Naughton, are there any other directions that
would in any way moderate that statement, or explain it or explain
away the seeming inconsistency ¢

Mr. NaveHTON. No. If the user starts out at the top of the label there
and reads the directions, when he gets in that room he closes all the
doors and windows and starts spraying.

I think you’re lucky if you can get people to read half the label, let
alone the whole thing.

Mr. Founrain. I think when the average citizen buys this sort of
thing, he dosen’t read the labels, but if it's on the market he assumes
that it’s good for the purpose for which it’s intend ed, and he goes about
the job of trying to kill the roaches by whatever method he heard
about.

I sometimes wonder how many people do read labels, Yet you have
to have the pesticide and you've got to give instructions, Otherwise
they do cause serious harm.

Mr. NaveaTON, In this case the user might be better off if he didn’t
read it.

Mr. Founrain. That’s probably true.

Dr. Hays, in its investigation, the subcommittee staff has reviewed a
comparatively small number of labels, but out of that small number
we found several on which the directions for use obviously were con-
tradictory to the safety warnings, L

Can you think of any good reason why we should not be concerned
that hundreds or possibly thousands of approved labels out of some
45,000 products on the market are not just as obviously contradictory ?

Dr. Havs. I would be very much concerned, sir. : '

Mr. FountaiN. Now, I wonld like to ask a few questions concerning
products which are marketed over the objections of other agencies. Tt
looks like we are still getting some examples today of the extent to
which a number of agencies are engaged 1n some of the same thines

and maybe a lack of coordination between varions agencies.
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Dr, Hays, at our last hearing, I believe Mrs. Dwyer, our ranking
minority member, asked how many products were presently being
marketed under ARS registration even though some other Govern-
ment. agency had raised a question as to their safety. You responded
there were some 45,000 registered products and indicated that you
thought there were only maybe a half dozen as to which safety ques-
tions had been raised.

Is it still your opinion that only about half a dozen of 45,000 regis-
tered products were objected to by the Public Health Service?

Dr. Hays. Mr. Chairman, when I answered that question I was re-
ferring to a group of compounds, and not products.

For example, in the information I have transmitted to your com-
mittee, there are, I think, only six main chemicals, groups of chemicals,
that are involved. But this group of six or eight may involve several
hundred products.

The six, again, refers to a particular chemical making up a number
of products.

Mr. RosenTHAL, How many products in all would be within that
six or eight groups’?

Dr. Hays. About 252, I believe.

Mr. Fountarn. I believe you have admitted in some material you
supplied for the record that the Public Health Service objected to at
least 270 products in a 15-month period.

Mr. Navewrox, I think it’s about 250. That covers a 1-year period,
I understand, is that correct.?

Dr. Hays. That's correct.

Mr. Naveuron. 252 for 1 year, and the products stay on the market
for 5 years before they have to be reregistered ?

Dr. Hays. That’s correct.

Mr. NavenroN. So would it be fair to presume perhaps this total
number is five times the one you speak of?

Dr. Hays. I doubt that, because they would have repeated them-
selves in the previous years. Those same materials.

Mr. Navenron. If we are talking about products—you used the
total of 45,000 products. You compared that with a half dozen, which
would lead the subcommittee to believe there was no great problem
in this area.

But in actuality there were 252 products in 1 year, and the regis-
tration cycle is 5 years, so that we really apparently have quite a num-
ber of products on the market that were put there over the objection
of the Public Health Service.

Isn't that true ? Many morve than half a dozen.

Dr. Haxys, Oh, yes.

Mr. Rosextaan. Do you go ahead and register products even though
Public Health Service objects? )

Dr. Inving. Yes, sir, we do.

Mr. Founrtaiy. What wasthat question?

Mr. Rosexrtaan., I asked if they go ahead and register products
even though PIIS objects. The answer was “yes.”

Could you give me briefly your logic in doing that?

Dr. Invine. We are required under the three-way agreement to sub-
mit to the Department of Health, Education, and Welfare and the
Department of the Interior, requests for registration to get their advice
where it is specifie, and it can be judged along with other evidence that
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we have from the one submitting the chemical for registration, and
if it is indicated that we shouldn’t register it, we don’t register it. i

Where the advice we are getting is not specific, we have nothing
specific to consider along with other evidence we have available from
the literature and our experience. We believe, as the one who is charged
with administration of the act, our judgment should prevail and the
action we take is to register in the absence of evidence to indicate it
shouldn’t be.

Mr. Rosentian. 'm reading from page 14 of the GAO report,
dated February 20, 1969. The report says that in February and April of
1967, a company submitted labeling and revised labeling to ARS in
connection with an application for registering lindane pellets. On
April 28, ARS re.fen'm% the application to PHS for comments with
respect to the safety of the product.

On May 5, 1967, Public Health Service informed ARS that it could
not. recommend registration of the product because the design and
usage pattern provided for the continuous vaporization of lindane in
fnoﬁl(;mnd]ing and so forth.

Subsequently, ARS accepted lindane pellets for registration on a
continuous basis June 19, 1967. That’s the kind of thing you mean,
where PHS wasn’t specific enough in their objection ?

Dr. Irvine. Yes, sir.

Mr. RosextHAL. Do you see your mission in Government as getting
registration of economic poisons on the market or protecting the
American consumer from accidents or injury from economic poisons?

Which are your missions?

Dr. Irvine, Our mission is to administer the Federal Insecticide,
Fungicide, and Rodenticide Act,and our goals are to register only those
compounds that are safe and effective.

Mr. RosentrAL. When the Public Health Service suggests to you,
even though not in the precise langnage you wonld like, that they find
something, that they are wary of something or urge caution on some-
thing, nonetheless, in spite of that position, you go ahead and register?
That seems unusual to me.

Dr. Irvine. The alternative is to not register when there is any objec-
tion. I suspect that’s right. '

Mr. RosextraL. Isn’t a Government agency a responsible group?
You already have 45,000 products on the market, Tf you held up on a
few more for awhile, it wouldn’t be any great damage to society.

Dr. Irving. Our basis for holding up would be what ?

Mr. RosenrtrAL. Objection of the PHS. They are not a private citizen
who irrationally comes in and complains about something.

Dr. Irvine. No, sir. I don’t mean to bicker on this, Mr. Rosenthal,
but when we have no basis whatsoever for the objection raised, it’s
impossible for us to evaluate that objection.

Mr. Rosexrrar. Have you ever gone to them and said either stop giv-
ing us these evasive objections, or be precise in your recommendations?

Dr. Irvine. Repeatedly.

Mr. RoseNtHAL. What do they say to that ?

Dr. Irvine. We have no specifics from the PHS,

Mr. RosexTHAL. Is there any structure in the Government that some-
one else can oversee this dispute between you two groups?

Dr. Irvine. Yes, sir.
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Mr. RosentaAL. Who is that person?

Dr. Irvine. The Secretary of Agriculture.

Mr. RosextraL. Have you ever brought. this problem to him ?

Dr. Irving. Not yet.

Mr. Fountaiy. You mean he and Secretary Finch couldn’t get
together to work this out?

Mr. Navearon. The interagency agreement has been in effect since
1964, hasn’t it, approximately ?

Dr, Irving. 1964,

Mr. NavenTon. Doesn't it require that if there are unresolved ques-
tions, for instance between two agencies such as ARS and the Public
Health Service, as to the safety of these compounds, that the questions
are to be resolved within 2 weeks and if they are not resolved within 2
weeks, that they shall then go to the Secretary of the Department
concerned ? '

Dr. Irvive. T believe that’s the language : yes, sir.

Mr. NavenTon. Now, we just heard testimony there were 252 prod-
uets in 1 year’s time alone to which PHS objected. Did the Public
Health Service withdraw its objections to those 252 products?

Dr. Hays. Mr. Naughton, again I would repeat that of the 252 prod-
ucts involving the six or eight chemicals, at no time have we received
any scientific data in support of the objection.

Mr. NaveaToN. But you received the objections.

Dr. Havys. Just the objections.

Mr. RosentHAL. The answer is they didn’t withdraw their objections.

Dr. Havs. No, sir.

Mr. RosextHAL. It was in a form unsatisfactory to you?

Dr. Hays. That’s correct.

Mr. Naventon. Were any one of these 252 products to which there
were unresolved ohjections referred to the Secretary of Agriculture as
required by the agreement ?

Dr. Irvine. No, sir. T believe the record is that we have referred
nothing to the Secretary of Agriculture.

Mr. NavcaTon. So in effect you have not been following the agree-
ment ?

Dr. Trvine. We have resolved the issue—we feel we have resolved
the issue by taking action.

Mr. NaveuTon. In other words, you went ahead and put it on the
market ?

Dr. Irvine. Yes, sir.

Mr. Naventon. Without ealling it to the attention of the Secretary
of Agriculture as required by the agreement?

Dr. Irvineg. The agreement requires if we didn’t resolve this that we
take it to the Secretary of Agriculture. Our contention is we have re-
solved it.

Mr. RosentHar. You unilaterally fore up the agreement. That’s
what you did. Why waste everybody’s time? Tell them to take the
agreement and forget about it.

Dr. Irvine. I don’t want to get into bickering on this either, but T
would say, if we said we don’t know what to do because of this objec-
tion, then we would have reason to send it to the Secretary of Agri-
culture. We knew what to do. because we registered it. 1

Mr. RosenTrAL. How do you get rid of this agreement? Why don’t
we just get it abrogated somehow ? il
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Dr. Irvine. The agreement is valuable. There are several cases, I
think we can cite them, where objections have been raised, supported,
and we acceded to those objections. y

Mr. RosextrAL. Did you think this issue was big enough to bring
to the attention of the Secretary? The potential threat of danger or
congressional inquiry, either one ? [L:Lug}]ter.]

Dr. Irvive. Lindane pellets?

Mr. ROSENTHAL. A.m}l the other products you went ahead and regis-
tered in the face of chjection. Didn’t that sound big enough to take
to the Secretary ?

Dr. Bayrey. I might mention here, as one who reviewed this rather
recently, that if the Public Health Service had considered it suffi-
ciently serious to provide evidence to the Department of Agriculture
that we would have responded differently. As it was, they merely
registered an objection without elucidating upon it. Our people could
only assume they didn’t consider it serious enough to go further.

Mr. Rosextuan Did you ever send a letter saying we want your
specific objections within 2 weeks or a month ?

Dr. Bayrey. Yes, sir.

Mr. RosentHaL. How did they answer that letter?

Dr. Bayrey. With no evidence whatsoever.

Mr. RosentHAL. Your interpretation of this event is that the burden
is on them now to show us why they didn’t produce more specific
information.

Dr. Bavrey. In accordance with the operation of the agreement,
Mr. Rosenthal, every department is to assume their share of this
responsibility.

Mr. Fountarv. I wonder if you could give us some examples of some
of the objections they raised ? Supply it for the record.

(The information supplied appears in the appendix on p. 301.)

Mr. Navenron. Dr. Bayley, 1s it the responsibility of the Public
Health Service to prove that a substance is not safe in order to keep
it .off the market, or is it the responsibility of those promulgating its
registration to establish beyond a reasonable doubt that it is safe?

Dr. Bayiey. The obligation, of course, is upon the people pro-
moting the registration. On the other hand, if an objection is raised,
it can’t merely be a statement thereof; in order to deal with the legal
aspects of the registration it is necessary that the Department be able
to base its decisions on cause and on evidence which is confrary to
that provided by the people promulgating the registration.

Mr. Rosenrtiar. Have there been any accidents reported from the
252 products that you registered in the face of HEW objections?

Dr. Havys. To my knowledge there has not been. I have no absolute
proof, but I am of the opinion that the materials we are talking about
and the patterns of use, there is no record of any mjuries from these
uses,

Mr. RosexTrar. You are speculating the same way I could specu-
late. I think you are the man in charge of the statistics

Dr. ANperson. No; T am not in charge of the statistics,

Dr. Havs. You asked, I think, for an example. We still continue to
receive objections for the use of pyrethrum dispensing devices for
the dispensing of pyrethrum even though we thought we had fully
resolved this question, and after several meetings with the Public
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Health Service and agreeing that the continued registration of this
product would require on the label, “Do not use in areas where in-
fants, ill or debilitated patients may be confined.” We resolved that.
But we still continue to get this objection. This is a matter I can’t
understand.

Mr. FounTamN. Do you find another word to put in place of de-
bilitated ?

Dr. Hays. Aged.

Mr. Founrain. I was thinking about the label,

Dr. Hays. We continue to receive objections to some of the mer-
curials.

Mr. RosentHAL. These are objections from the PHS?

Dr. Hays. That is correct.

Mr. RoseNTHAL. Are you suggesting your relations with them are
not good or your communications are not good ?

Dr. Hays. Qur communications are fine.

Mr. RosextHaL, Or they are sluggish in reacting to your requests?

Dr. Hays. I think our communications are fine. Our relations are
good. Tt is just a question, I believe, of opinion and judgment as to
the use of professional judgment versus scienfific data.

Mr. RosexTrAL. But you had the responsibility when you couldn’t
reach agreement with them to take it to a higher level. You never
did.

Mr. Founrarx. If they don’t make the decision themselves.

Mr. RoseNtAL. But you made the decision.

Dr. Irvine. There was no need to refer it.

Mr. RosenTHAL To me that seems outrageous that you did that,
Here is a dispute between two Government agencies. You resolve the
dispute by unilaterally going ahead and doing what you wanted to
do in the first place. Out of gracefulness, why didn’t you take it to a
higher authority and get the burden off your back? There was no
grace in the way you handled this situation.

Dr. Irvine. Let me try once more if I may.

Mr. RosentHAL. Do I misunderstand it?

Mr. Founrtain. Maybe you should explain the procedure again, how
they bring these objections to your attention. I guess if the ;’g'et any
kind of objection they would bring it to your attention, wo‘ulgn t they?

Dr. Irving. The Secretary of Agriculture is charged with adminis-
tration of FIFRA, not the Department of Health, Education, and
Welfare, or Interior. The Department of Agriculture Secretary has
delegated administration of the act to the Agricultural Research Serv-
jee. We administer in accordance with law and interpretations of the
law. That is our practice when a chemical is submitted. The burden
of proving this chemical is both safe and effective is on the one who
submits the request for registration. Those data are examined by our
experts to determine whether, in their opinion, their experience and
all their access to the pnblished information on the chemistry, phar-
macology, and toxicology of these compounds, that the material sub-
mitted 1is factual, bona fide, accurate evidence of safety and
effectiveness.

‘We then submit for the information and advice of HEW and Inte-
rior, this request for registration, and say “What is your reaction
to it?”
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Mr. RosentHAL. Why? 1 A

Dr. Irving. Because the interagency agreement requires we do it.

Mr. Rosentaar. It would be a good thing if we didn’t have the
agreement, wouldn’t it? y

Dr. Irvine. I think it is an excellent idea. I think it is a fine idea.
We submit the request to them. We get their reactions. :

In most cases, the vast majority, there are no objections raised by
those agencies. In the number we are talking about this morning there
have been. The information submitted from HEW and Interior, we
have to treat exactly as we do the information from the manufac-
turer, and the information we get from

Mr. Rosentrar. No, you don’t. The manufacturer has an interest
in his market being registered. HEW has no profit interest. They are
working for the American people.

Dr. Irvine. Yes, sir. I see what you are driving at.

Mr. RosentHAL. You are very fortunate you have some pharma-
cologists and some physicians in HEW who are willing to help you
in your responsibility.

Dr. Irving. Let me pursue that just a little bit further. The mate-
rial we have to work with from the manufacturer is factual data,
experiments on animals,

R[r. RosentrAL. It is biased. isn’t it ?

Dr. Irving. No, sir. This 1s factual information, seientifie infor-
mation.

Mr, Rosentaarn. You don’t think he has an interest in your regis-
tering his product? I am not saying he is dishonest. He has an interest.
HEW has no interest.

Mr, Founrary, Let him finish going through the process.

Dr. Invinag. This information is scientific information which can
stand the test of scrutiny by other scientists and therefore is to that
extent factual. There is a natural bias by anybody who is presenting
information with the expectation of getting permission to do some-
thing. There is that bias. But it is possible with the factual information
at hand to remove the bias by consideration of the data, to consider
the data on its merits.

When we get an objection from HEW or Interior which is merely a
statement to the effect: “We don’t like the idea of registering this,
period ;” then what do we have to consider?

And it is about that category that we are talking now. In the absence
of any information, any factual information upon which to base a
judgment, we have determined that such objection is not supported and
therefore is not valid,

Mr. FouxTtay. Who are your experts in your setup who make that
determination? And what are their qualifications and background?

Dr. Irvine. Among our experts we have represented all the disci-
plines that are required to pass judgment on these things—chemists
and biochemists, pharmacologists, toxicologists, entomologists, plant
specialists. '

Mr. RosexTHAL. In my judgment if one were injured as a result of
one of these 252 products you really set the U.S. Government up as a
perfect patsy defendant. The U.S. Government, it seems to me, wounld
be absolutely responsible for injuries resulting from the use or misuse
or application or injury in any way from any of those 252 products




because in the face of an objection from the Public Health Service,
perhaps not in the language you would like it, perhaps not in the
specificity you would like it, nonetheless, you arbitrarily, and it seems
to me almost arrogantly went ahead and registered the product with-
out complying with the interdepartmental agreement and without try-
ing to protect your own rear forces by a least going to your Secretary
and saying, “These fellows are giving us a hard time. Get us off the
hook. What should we do?” You just went ahead in complete violation
of the agreement,

Mr. Fountain. Maybe you should submit for the record the lan-
guage of the agreement so that it will be clear as to just what the
responsibility is.

A copy of the agreement follows:)

INTERDEPARTMENTAL COORDINATION OF ACTIVITIES RELATING TO PESTICIDES BY
THE DEPARTMENT OF AGRICULTURE, THE DEPARTMENT OF HEALTH, EDUCATION,
AND WELFARE, AND THE DEPARTMENT OF THE INTERIOR

PURPOSE

Coordination of activities of the three departments pertaining to pesticides
with special reference to registration and the setting of tolerances to give effect
to the pertinent recommendations of the May 15, 1963, report of the President’s
Science Advisory Committee on “Use of Pesticides.”

EXISTING DEPARTMENTAL RESPONSIBILITIES

The following responsibilities of the respective departments relate to the
registration of pesticides and the setting of tolerances for pesticide residues:

Department of the Interior

IFish and Wildlife Service—Conserving beneficial wild birds, mammals, fish,
and their food organisms and habitat, with regard to pesticides,

Department of Health, Education, and Welfare

U.8, Public Health Service.—Protecting and improving the health of man in
regard to pesticides.

Food and Drug Administration.—Establishing tolerances for pesticides in or
on raw agricultural commodities and processed foods.

Department of Agriculture

Agricultural Research RService—Providing for the safe and effective use of
pesticides, including the registration thereof.

AGREEMENT

1. Information

Each department undertakes to keep each of the other departments fully
informed of developments in knowledge on this subject from research or other
sources which may come into its possession. Additionally, the Department of
Agriculture undertakes to furnish to the other two departments on a weekly
basis a listing of all proposals affecting registration and reregistration, and the
Department of Health, Education, and Welfare undertakes to furnish to the
other two departments on a weekly basis a listing of all proposals affecting
tolerances. Upon request, the Departments of Agriculture and Health, Educa-
tion, and Welfare respectively will furnish to the other departments full infor-
mation about any pending action on registration or the setting of a tolerance.

2. Procedure
(@) Each department will designate a scientist to act on behalf of such de-
partment in carrying out the terms of this agreement. The weekly listings from
the Departments of Agriculture and Health, Eduncation, and Welfare and any
additional information relating thereto will be directed to these representatives.
(b) The departmental representative will review the weekly listings of ac-
tions pending. If there is reason to question any of the items on that list, this




will be communicated to the originating department within one week stating
the specific reason for need for further review,

(e) Upon receipt of such request the originating Department will furnish,
the necessary information and make the necessary arrangements for further
review and will withhold final action on the matter for an additional 3 weeks.

(@) If one Department concludes that the proposal should be rejected in
whole or in part, this view shall be expressed in writing and shall be supported
by appropriate secientific evidence, Upon being notified, the Department re-
sponsible for final action will take the initiative to work out a basis for
ngreement,

(¢) In the event agreement is not reached among the Department representa-
tives within 2 weeks of the initial objection, the matter will then be referred
directly to the Secretary of the Department responsible for final action with
such information, views, and recommendations as the three Department rep-
resentatives deem appropriate.

(f) The Secretary of the Department charged with final action may then
avail himself of whatever administrative and scientific review procedures seem
appropriate under the circumstances. The other two Departments will be notified
in advance of the proposed final determination of the issunes.

(g) The Department representatives will jointly make a quarterly report
concerning their activities to the Secretaries of the three Departments.

() The departmental representatives are authorized to review questions in-
volving existing patterns of use of pesticides or tolerances upon which they have
reason to believe that critical questions exist.

3. Confercnce

At least once each year the departmental representatives will arrange a general
conference to discuss research needs, research program and policy, and the
application of research findings in action programs, including public information
relating to pesticides.

4. Federal Pest Oontrol Review Board

The Federal Pest Control Review Board may be asked from time to time to
consider broad questions on policies relating to pesticides involving the inter-
relationships of control programs, research, registration, tolerances, and general
departmental recommendations to the publie,

Dated April 8, 1964,
OrvILLE L. FREEMAN,
Secretary, Department of Agriculture.
Dated March 27, 1064,
STEWART L. UpArr,
Secretary, Department of the Interior,
Dated April 3, 1964,
ANTHONY J. CELEBREZZE,
Secretary, Department of Health, Education, and Welfare.

Mr. RoseNtaAL. Do you have any medical doctors, physicians on
your staff that review these })estzclde registrations ¢

Dr., Irvine. On the staff? No, sir. We have three consultants who
are M.D.’s whom we call in for advice on such matters when we feel
this advice is needed.

Mr. Rosextrar. Do you have written reports from any of them on
the 252 produets?

Dr. Havs. No,sir.

Mr. RosexTHAL. None at all?

Dr. Hays. On lindane, yes.

Mr. Rosextrar. Lindane was the one product you continued for 18
years and you only recently took it off ?

Dr. Havys. That is right.

Mr. RosenTtrAL. Your track record is not good.

Dr. Bayrey. Mr. Rosenthal, ARS, in making such a decision recog-
nizes fully that they are accountable before the courts if necessary to
produce the evidence on which they refused a registration.




72

Now, without such evidence they don’t feel they can responsibly
react to this kind of decision.

Mr. RosextaAL. Do you think such evidence might be a statement
from the Public Health Service? '

Dr. Bayrey. Such evidence could be provided if they have it.

Mr. Rosentar. In my judgment, as a lawyer, that would be pretty
convineing evidence,

Dr. Bavrey. If they would provide it. If there is evidence. It can’t
merely be an opinion.

Mr. RosexTHAL, You mean to say that the matter to this date is un-
resolved? That you implore Public Health Service to please give us
more specific evidence and they continue to refuse to do that?

Dr. Bayrey. In the case of lindane we finally produced the evidence
ourselves,

Mr. RosexTHAL. Is that true?

Dr. Irvine. That’s right.

Mr. Founrarx. They didn’t have it available?

Mr. Rosexrtrar. They arbitrarily refused to give it to you?

Dr. Bayrey. We produced it ourselves.

Mr. Navearon. Who was right? You or PHS?

Dr. Bayrey. They were.

Mr. Navcuron, Is that the only product you tested yourself for 18
years?

" Dr. Baviey. You see, in order for three agency agreements to work,
all three agencies have to carry their share of this. This is the im-
portant thing.

Mr. Rosexraar. All I am saying is why not go to the Secretary and
say, “Look what these fellows are doing to us? Will you straighten
it out at your level #”’ You are straightening it out at your level.

Mr. Navenron. If you tested one product they objected to and
they were right, their batting average is a thousand.

Dr. Bayrey. On one incident. Let’s not go to percentages on one
ineident.

Mr. Naventon, We are talking about human beings here. Before
the Senate, in response to a question of Senator Hart, you indicated
if two pesticides were equally effective and one had bad side effects, was
more dangerous than the other, that you would cancel the one that had
the bad side effects.

Now, in terms of any of these products to which PHS or some other
agency raised an objection, was any attempt made to determine whether
or not there was an equally effective product available to which PHS
had no objections?

Dr. Bayrey. As I understand it, within the law and within the
interpretation of what I said to Senator Hart, it is a matter of a
produet being safe or not safe, Only in this case would there be an
alternative.

Sometimes our understanding of the hazards of these products are
changeable at times.

Mr. Navearon, Then you don’t make any attempt to measure
whether there is a safer product which is equally effective ?

Dr. Bayrey. It is my understanding we are obliged to register a
product if it is established as safe within the recommended use.

Mr, Fountain. Do you feel ARS has adequately considered the ob-
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jections made by the Public Health Service to the products which
have been proposed for registration? Any of you?

Dr. Irvina. Yes,sir; I do. 3

Mr. Fouxtain. Can anyone in the Agricultural Research Service
provide the subcommittee with an accurate figure at this time as to the
total number of products being marketed to which PHS has objected ?

Dr. Hays. Yes.

Mr. Founrain, You can supply that?

Dr. Hays, Yes.

Myr. Founxrarn. Do you have the information now ?

Dr. Hays. We don’t think we have it all, sir.

(The following statement was subsequently provided :)

To obtain accurate figures as to the number of products which are being
marketed to which Public Health Service objected would necessitate an ex-
tensive review of records. We will be pleased to furnish these figures if it is
still the desire of the committee.

Mr. FounraiN. Committee stands recessed for 10 minutes so that
Members can respond to a quorum eall and then we will return.

(Recess.)

Mr. Founrarx. The committee will come to order. Let the record
show a quorum is present at the resumption of the hearing,

Whenever I call one of you by name, I am not presuming you are
the one best prepared to answer the question, so don’t hesitate to eall the
one ]p:miculur]y equipped to do so, or feel free to supplement one
another.

We want an accurate record.

At this point, while we are on the subject of objections by other
agencies, I would like to ask this question :

I think you are in enough trouble from the standpoint of what you
haven’t done, but T would like the record to be completely clear. Does
the Public Health Service make the kind of check that you make on
these pesticides?

Dr. Irvineg. They can have access to the same information we have,

Mr. Founraiy, Do they get that information without getting it
from you ?

Dr. Irvine. No.

Dr, Hays. We don’t submit,

Mr. Fountaiy. What information do they have available to them
when they submit an objection to you, to the registration of a particu-
lar pesticide ?

Dr. Hays. They ask for the data which has been submitted. This is
supplied to them, along with the labels which are transmitted daily. on
the review of pesticides. -

Mr. Founrary. So you do submit to them the same information that
you have?

Dr. Hays. In general, yes.

Mr. FountaiN. Do you submit all the information von have on the
pesticide ? 3

Dr. Havys. No. Only upon request.

Mr. Founraix. Do they request it often ?

Dr. Hays. Very often.”

M. Founrtarn. Do they raise objections without examining the ma-
terial which you have?
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Dr. Havys. I would assume in some of these they have probably not
requested all the data over the years, but have objected on their pro-
fessional judgment.

Mr. Founrtaix. Has PHS ever volunteered information to you about
pesticides?

Dr. Hays. Not routinely. I wouldn’t say they hadn’t.

Mr. Founrarn. In other words, there is no understanding or sense
of responsibility between the two agencies to supply the other with in-
formation except upon request.

Dr. Hays. That’s correct.

Mr. Founrarn. Getting back to specifics, T believe the last question
T asked was whether or not you felt that ARS had adequately consid-
ered objections made by the Public Health Service to products pro-
posed for registration. You said you thought you had, or were doing it.

Then T asked you to provide us with a figure as to the total num-
ber of products being marketed to which PHS objected, and I believe
you said you would supply that for the record.

Dr. Irving. Yes, sir.

Mr. Fountain, Would it be true to say, then, that no one knows how
many such products are on the market because you don’t keep records
showing this information? Would it be necessary to search individual
files for all registered products to obtain this information?

Dr. Havs. That’s correct.

Mr. Founrain. Had it ever occurred to you that it might be a good
idea in situations where ARS has disregarded objections by PHS and
allowed a product to be marketed to keep a particularly close watch
on those products?

Dr. Havs. T think we are fully aware of this, and have advised our
people to be particularly concerned about these products,

I would like to remind you that many of these objections are for
products that have been registered for many years, and I think here
its even more important in requesting that we refuse registration,
that we do have the kind of data necessary to form a basis for ius-
tifving this objection.

Now, it seems to me that if it is so obvious to the Public Health
Service personnel, surely there must be some good basie reason for the
objection. There must be data available to support that objection.

Mr. Fountary. Has ARS customarily advised the Public Health
Service of the disposition of their objections and suggestions on prod-
uct registrations?

Dr. Hays. Not routinely.

Mr. FounTarn. Yon haven’t felt that it was desirable or necessary?

Dr. Hays. In several instances where it involved a large number
of componnds, T advised the Assistant Surgeon General about late
1966, of our position regarding the objections and of the actions we
were going to take in this regard.

Mr. Fountan. Have they ever come back after they discovered
vou had made your decision notwithstanding their objections, and
obiected again on any produet?

Dr. Havs. In this particular category that is true. They have not
come back except to continue the same remark, that they object. In one
particular group involying some mercury compounds, I discussed this
matter with the Assistant Surgeon General, and with his concur-
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rence, we agreed that we would not register any new mercury com-
pounds. We would continue to register those that had been previously

registered.

e§ recommended that the Public Health Service engage in an epi-
demiological study, because it seemed to me, as a toxicologist, that it
was rather fruitless to continne to do animal experimentation on prod-
ucts of this type when the literature is full of this kind of data.

What we needed so desperately was an epidemiological study. I re-
quested this of the Public Health Service. We have not received any
such report of this type of study that I think is essential.

Mr. Founrain. I wonder if you would explain to us how you operate
in terms of mechanics. You get an objection from the PHS, for in-
stance; is that in writing ¢

Dr. Havs. Yes.

Mr. Founrain. After you examine that objection do you have ocea-
sion to have a personal conference with somebody from that agency
to discuss the pros and cons of the objection, or do you just write bae
and tell them what you think, or just don’t write back at all, but go
ahead and make your decision ?

Dr. Hays. We have numerous ways of communicating. By phone,
personal conversations and by letter. Usually it’s a conversation by
phone, trying to explain the reason for our continued registration.

Mr. Founrain. Have they ever withdrawn any objections on any
products?

Dr. Hays. Yes.

Mr. Fouxraiw. Is that after consultation and diseussion ?

Dr. Havs. Yes.

Mr. Navemron. Dr. Hays, you indicated that the Public Health
Service hadn’t given you the epidemiological studies you requested
on mercury compounds from PHS,

Its not up to PHS to prove a compound is unsafe, is it? Isn’t it
up to the manufacturer to prove its safe before it can be marketed?

Dr. Havs. I think we are all concerned with the registration of
pesticides, their safety, and effectiveness.

Mr. NavearoN. Isn't it the responsibility of the manufacturer to
prove a compound is safe and effective?

Dr. Hays. I don’t know that it would be the responsibility of the
industry to carry out an epidemiological study. I recommended to the
Surgeon General—this is an area in which they have great expertise.
I know of no agency better qualified to do an epidemiological study.

Mr. NaveaTON. You are no longer registering new ones, are you?

Dr. Hays. It was agreed not to register any new ones. This, in our
opinion, seemed a reasonable solution to our problem. What we were
concerned with was the continued registration of those things which
they had concern about, and offered objections to.

Mr. NaveaTon. What is reasonable about a solution which prevents
new registration of a particular product, but permits those who had
prior registrations to continue to flood the market with unlimited
quantities of the same substance for which you have a concern about
safety ?

Dr. Hays. Those things have been on the market for many years.
We had no reason to question their registration, for we had no reports
of any adverse effects from the uses of patterns of use for these par-
ticular compounds.
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Mr. Navenron. If you think they are safe enough to stay on the
market, why don’t you let the new oneson?

Dr. Hays. These are new compounds on which we don’t have the
years of experience we have with the old ones.

Mr. Naveuron. You don’t have sufficiently adequate accident re-
ports to know the number of accidents that resulted from those on
the market, do you ?

Dr. Hays. Not accurate and complete, no.

Mr. Founraix. Dr. Hays, at our last hearing you were asked
whether ARS had ever received an objection from PHS to the chemi-
cal used in Shell’s “No-Pest Strip,” and you responded, *Not to my
knowledge.”

Isn’t it true that PHS actually objected on a number of occasions,
beginning with the first time of registration of the No-Pest Strip?

Dr. Havys. I'm not aware of any specific objections. There may well
have been.

Mr. Founrtain. Do you have any information on that ?

Mr. Navauron. My understanding is they did object.

Mr. Fouxran. Do you have documentation ?

Mr. NaveaToN. Mr, Myers?

Mr. Myens. Yes.

Mr. NavenroN. We can put the documentation of the objections in
the record.

(Nore.—Documentation of PHS objections to registration of Shell’'s “No-Pest
Strip” is contained in a letter from HEW to the subcommittee. Pertinent ex-
cerpts from the letter were subsequently read into the record by Congressman
Rosenthal.)

Mr. Fountamx. It is true that the objection was withdrawn as a
form of compromise in return for a warning en the label that the No-
Pest Strip should not be nsed in rooms where infants or infirm people
are confined ?

Dr. Hays. I don’t know if that was a compromise. Following our
actions on the continuous dispensing of pyrethrum and the statement,
“Don’t use where infants and aged persons may be confined,” the next
question was a similar statement for vapona, and we agreed. This
statement does now appear on these packaged units.

Mr. Fountain. But you are not aware of a meeting of the minds
on the label or the objection ?

Dr. Hays. We agreed that the statement should be on the label.

Mr. FounTain. You are not aware of any agreement with PHS?

Dr. Hays, I am not aware of compromises.

Mr. Fouxrarn. Is anyone here familiar with that? Anyone who can
give details concerning the compromise or how it came about.?

Would you supply that for the record, if you can get the informa-
tion?

Dr. Hays. Yes.

(The following material was subsequently provided :)

According to our records there was no compromise. On July 28, 1966, the
Publi¢ Health Service objected to the registration of Shell's product. They stated
that “We do not recommend the registration of this registered number because
the devices used deliberately subjeet human beings to continued exposure to a
pesticide. Furthermore, this type of device is nondiscriminatory in that it sub-
jeets both humans and insects to the same concentration of pesticide. This is

verified in Dr. R. J. Anderson’s letter to you of June 4, 1965.
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At this time, we registered the product based on Dr. Anderson’s letter dated
October 13, 1965 to Dr. R. W. Weiger, in which it was stated that registration
eould not be withheld since the Public Health Service had no scientific evidence
to support their objection. Seetion 2(d) of the interagency agreement states “If
one department concludes that the proposal should be rejected in whole or in
part, this view shall be expressed in writing and shall be supported by appro-
priate scientific evidence.”

In 1967 the Public Health Service agreed, in discussions with the Shell Cheimn-
ical Co., that they would net object to registration of this product if the state-
ment, “Do not use in rooms continuously occupied by infants or infirmed indi-
viduals” was added to the label. Pesticide Regulations Division notified the Shell
Chemiecal Co. that this statement would be required.

On April 3, 1969, Public Health Service again reviewed the label for Shell's
vapona and had no adverse comment.

Mr. FounTaiN. Was anyone in Shell involved in any way in the
negotiation or background work leading to—you say you are not
familiar with the compromises—leading to the decision to put that
on the label, that warning ¢

Dr. Havs. The Shell Co. was advised that this statement would have
to appear on the labels.

}{1'. Founrain. As T understand it, the registration for Shell’s No-
Pest, Strips has been changed now so that a statement warning against
use in rooms where infants and infirm people are confined is required.

Dr. Hays. That's correct.

Mr. Fountarn. I am just trying to straighten out some of your
statements. At our last hearing, as I recall, you were asked whether
any actions had been taken to require relabeling of No-Pest Strips al-
ready on the market to include the warning against exposnre and I'm
told that your response was that you didn’t see any particular need for
such action.

Was that an indication that you didn’t know about the relabeling o1
didn’t agree with the decision made? :

Dr. Hays. No. I think, Mr. Chairman, as I remember that state-
ment, I reported to you that we did require this statement to appear
on the product, on the label.

I didn’t see any reason to require recall of all the products that were
on the market at that time, to place the same statement on those labels.

Mr. NavertoN. I might read that excerpt from the testimony. This
is from the transeript of our hearing of May 7:

Mr. NAveHTON. Have you taken any action to require relabeling of products
now on the market?

Dr. Hays. No, we don’t see any particular need for recalling these.

Now, do you see any need for relabeling products on the market, and
have you taken action to do so? :

Dr. Hays. Mr. Naughton, from the use experience it would not seem
reasonable to require these packages, wherever they may be, to have
this statement. We think that this is a proper statement for any new
material being shipped into the channels of trade. '

It is our effort, day after day, based on any new evidence that we
have, to upgrade our labeling, but in many instances it would not be
deemed reasonable to require it on the material that is in the ehannel
of trade.

_ Mr. Navearon. Doesn’t the present registration of Shell’s No-Pest
Strip require that it carry the warning for infants and infirm people ?
Dr. Hays. That’s right. ' s

33-145—69——¢6




Mr. Naveuron. Then isn’t any of this product now being shipped
or held for sale in interstate commerce without that warning on the
label misbranded under the act which you are to enforce ?

Dr. Hays. I would not judge it so.

Mr. NavarrroN. Let me ask the legal expert, Mr. Buey, what is your
judgment on that? .

Mr. Buoy. If a registration requires certain warnings, then a prod-
uct that is being held after its movement in interstate commerce for
sale in its original package, the label of which does not conform with
the registration in this regard, would be subject to possible seizure
action.

Mr. NaveaTon. If it doesn’t bear the warning, it can be seized and
taken off the market.

I can tell you that you can look in many stores in the Washington
area and find large stocks of Shell No-Pest Strip which don’t bear that
warning. Is it your position that, even though this may be a violation
of the law, you don’t see any need to enforce the law in this case?

Dr. Hays. That isn’t the question it seems to me, of enforcing the
law. We tried to do what we thought was reasonable and practical, Mr.
Naughton.

Mr. Naverron. Excuse me. I missed that.

Dr, Havs. I said it would seem to me we were trying to do what is
reasonable and practical. It isn’t a question of necessarily enforcing
the law.

Mr. NavenTon. It is not a question of enforcing the law as far as
you are concerned as Director of the Pesticides Regulation Division.
It is a matter of doing what you think is reasonable and practical and
let the law go?

Dr. Havs. T didn’t say that.

Mr. RosextrAL. No other interpretation is possible. Mr. Bucy said
it is a violation of law. You said in your judgment it is not reasonable.
You and T have no right to make judgment when the law is on the
books and counsel interprets it that way.

Mr. Navearon., Who made the decision, if a formal decision was
made, that there was to be no seizure action with respect to Shell’s
No-Pest Strip or that no action was to be taken to require Shell to send
someone out, to stamp on the face of each of these packages the warning
that the registration requires it to bear? ;

Dr, Havs. It wasn’t necessarily an action. Tt was simply a question
that we have not taken any

Mr. Naverron. And you have no intention of taking action, do you.
if you are left to your own desires?

Dr. Hays. I didn’t mean to imply we would not take action. I simply
said it didn’t appear to me to be practical in this instance, That does
not mean we would not take action if it was deemed necessary.

Mr. Navenron. What was impractical about it? Shell is a big com-
pany. They could find somebody with a rubber stamp to go around
and put the warning on the packages,

Mr. Fovnrary. Do you have any information indicating how much
of it is already on the market before the lahel :

Dr. Tays. No, I don’t.

.\[I:'. Navenron. Was any inquiry made of the company as to how
much——
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Dr. Hays. No, sir.

Mr. Navearon. What was the information upon which you made
the decision that the label should have that warning, that it shouldn’t
be used in rooms where infants on infirm people are confined ?

Dr. Hays. The pharmacology of this particular compound is such
that if one is exposed excessively to the material, it is conceivable that
it could bring about some physiological response. I believe all of those
involved in this matter would agree that it is not in the best interest
of good medicine to permit a geriatric patient who may have some
bronchial difficulties, such as emphysema, to be exposed to a material
that might adversely affect the individual.

Now, we don’t have any concrete evidence of this, but that is a
matter of good medical practice. It is conceivable that infants may
also have some pulmonary diseases that only would make the matter
worse by having them continuously exposed.

Therefore, it seemed to me, an! the Public Health Service, good
medical practice to not permit these on a continuous basis.

Mr. NaveHToN. So, notwithstanding that decision with respect to
the new labels, you didn’t feel that it would be reasonable or practical
to insist upon a recall or a change of the labels on merchandise already
in the market.

Dr. Hays. Again, Mr. Chairman, this is prophylactic, and we hope
preventive, but it certainly was not based on any actual cases of re-
ported accidents.

As a matter of fact, there have been some studies carried out in one
of the foreign countries by a very capable physician in which these
have been placed in hospita%s and areas where infants are confined. And
there is some doubt that any adverse effects would be produced, but
even then it seems to me good medical practice not to condone it.

Mr. Naveuron, At our last hearing on May 7, Doctor, you indicated
that no action had been taken to publicize the fact that there was now
a warning notice required to be distributed in connection with Shell’s
No-Pest Strip. In other words, even though many people undoubtedly
have boxes of No-Pest Strip in their home that were bought previously
which don’t bear the warning and have no idea that this caution is now
required to be on the label, you indicated at that time you had taken
no action to publicize this warning.

Have you taken any action since the hearing?

Dr. Hays. We have made no public announcements in this regard.
But I think it may well be, Mr. Naughton, that this is a very good ap-
])mach to use every medium possible to alert the public to anything that
1as brought about a change which they should be aware of.

Mr. NaveaToN. T"F'oulglZ you go further to agree it might be a good
thing to issue a specific warning notice to warn the public in every
instance where yon encounter a situation where a product on the market
may be dangerous to health or have other adverse results?

Dr. Havs, I think this has virtue,

Mr. Naveurox. I have here a press release of May 22, 1969, issued by
the Agricultural Research Service. This is the Veterinary Biologics
Division. They had a situation in which some cattle came down with
blackleg shortly after being vaccinated. There was concern that the
disease might have been caused by the bacterin. We might puf in the
record a warning notice that was issued by the Agricultural Research
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Service’s Veterinary Biologics Division—I understand this is probably
their standard procedure—to warn owners of cattle against the pos-
sibility of harm to cattle from a registered product or approved prod-
uct that was on the market.

(The press release follows:)

Two SERIALS OF BLACKLEG-MALIGNANT EDEMA DBAcTERINS UNDER QUESTION

The U.8. Department of Agriculture notified livestockmen today that the safety
of two serials of blackleg and malignant edema bacterin is under question.

As a result, Dr. John M. Hejl, Director of the Veterinary Biologies Division
of USDA's Agricultural Research Service, urges cattlemen and veterinarians not
to use bacterin doses in the two serials numbered 67163 and 67165. About 360,000
doses of each serial were produced and distributed throughout the United States
by Chas. Pfizer & Co., Inc. The manufacturer has issued a notice of recall
for the serials, Their shelf life normally would extend through January 1971.

USDA states that the manufacturer complied with Federal regulations af-
fecting the combination bacterin in question, and it passed all company tests for
safety, as well as effieacy and purity. Confirmatory tests for the two serials by
USDA also were satisfactory, and only then were the seriuls released for market-
ing in July 1968.

No problems arose until two cattle out of 149 on a California feedlot came
down with suspected blackleg after they had been vaccinated with onae of the
two serials. (It is not known which of the two serials was involved.)

The California State Livestock and Poultry Pathology Laboratory at San
Gabriel reported testing doses of the bacterin left from material used at the
feedlot that had the trouble, and isolation tests showed live pathogenic bacteria
in the two serials in question.

ARS Veterinary Biologies Division has not had sufficient time to recheck the
two serials. Withdrawal of the serials from the market at this time is a pre-
cautionary measure, begun with the full cooperation of the manufacturer.

The suspect combination blackleg and malignant edema bacterin, technically
called Clostridium Chauvoei-Septicum Bacterin, with the serial number 67163
or 67165, should be returned to the supplier from whom the bacterin was pur-
chased.

Blackleg and malignant edema are infectious bacterial diseases of cattle highly
fatal to calves 6 to 18 months old. Bacterin against these two diseases contains
Killed bacteria that help eattle produce antibodies against possible later inva-
sions of the same bacteria. Bacterins that pass quality control tests usually are
safe.

My, NaveuTon. Tt speaks for itself, but would it be possible to get
equal treatment for humans?

Mr. Rosenruar. We went through that last week. Congressman Neal
Smith told us of how the value in terms of hogs—you tell them what
percentage of protein and what the contents are, but humans can't
aet it.

Smith suggested to us that, because hogs and cattle are property.
they have a special high priority in our society. That may be true.

As an amendment to Mr, Naughton’s recommendation, what, about
putting up in post offices the 10 most dangerous pesticides right along-
side the other Iist ?

I wanted to ask a question. This warning on Shell. Was that some-
thing PHS suggested you do?

Dr. Hays. T think it was with a meeting with representatives of the
PHS and Agriculture that it was agreed this was desirable to do.

Mr. RosexTrAL. Was it on their initiative?

Dr. Havs. T don’t recall if it was. I do remember discussing this
with representatives of the Public Health. Who originated it, T can't
say.
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Mr. Navenroy. They objected to the sale, and as I understand it,
they withdrew their objections to it being on the market at all as
a

Mr. Rosentrar. They apparently compromised with this warning
on : isn’t that the case?

Mr. FouxTarn. I asked him earlier and he said he was not mindful
it was a compromise or that they objected, but they did confer.

Mr. RosentraL. They filed an objection.

Mr. NavenTox. You spoke of a meeting. Were you at the meeting ?

Dr. Havs. Yes.

Mr. NavanToN. Were there representatives of Shell present?

Dr. Hays. No, sir.

Mr. Navenron. We discussed in some detail the action, or perhaps
we should call it more accurately lack of action, with respect to Shell’s
No-Pest, Strip. Is there another product which in some respects at
least is similar to Shell’s No-Pest Strip? As a matter of fact, that
contains the same active ingredient in the same proportions, I under-
stand, which was formerly on the market and which has been taken
off the market by action of the Pesticide Regulation Division? I am
speaking of a product manufactured by the Aeroseal Co. ?

Dr. Hays. Yes.

Mr. Navenron. Would you describe that situation for us or have
whoever is familiar with 1t give us a little chronology and indicate
why you took that product off the market while not even causing a
warning notice to be put on the boxes of Shell’s product ?

Dr. Havs. Mr. Naughton, as I recall, this product was marketed
some years ago as a vapona strip and supplied, I believe, by the Shell
Co., marketed by Aeroseal.

Mr. Navemron. In other words, they bought the material from
Shell and marketed it in their own packages?

Dr. Havs. I presume that is correct. It was registered, and then for
some reason the Aeroseal people no longer marketed this produect,
but marketed and manufactured their own product.

Mr. NavenToN. In other words, they stopped buying their supplies
of vapona from Shell and produced their own va pona?

Dr. Haxys. That is correct.

Mr. Navenron. Was it the same chemical 2

Dr. Havs. That is correct.

Mr. NavanTon. No difference?

Dr. Havs. That is right. Now, we had an oceasion to sample this
product and found that it was something entirely different than any
resin material that had previously been reviewed.

In fact, it wasn’t even a resin. It was simply a piece of blotter paper
in which the vapona had been inpregnatvt{)in the blotter paper, and
it was wrapped with a little Saran wrap. And when I looked at it, it
was obvious that this was not a well-marketed product in which they
would incorporate the vapona into a material that was designed to
release it at a constant rate. So, this product didn’t then comply with
the registration requirements. It hadn’t been submitted for registra-
tion. No data had been submitted as to the effectiveness. No data had
been submitted as to the rate of dissipation. No data had been sub-
mitted as to safety. So, we saw no resemblance, and not being regis-

tered in this form, we took action to cancel.
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Mr. Navenron. How did you happen to take a sample of the
Aeroseal produet ?

Dr. Hays. Now, that I am not completely familiar with.

Mr. NaveaToN. Was it on a complaint from Shell ¢

Dr. Havys. It could well be.

My. Naverron. The Aeroseal people stopped buying their supplies
from Shell and began manufacturing their own. Was there any dif-
ference you know of in the active ingredient? There was none, you
said. Am I correct that the basic difference between the Aeroseal
vapona strip and Shell vapona was impregnated while Shell used a
resin substance.

The amount of vapona in each case is approximately the same, is
that right?

Dr. Hays. Yes.

Mr. Naverron. Both of the strips have the same recommended
directions for use, do they?

Dr. Hays. I presume they did.

Mr. Navearon. They are to be hung up in a room and the vapors
will fill the room. The Shell strip advertises it will last for 3 months.
Do the Aeroseal people make the same claim ?

Dr. Havs. I am sure they had a period of time on if.

Mr. Navenron. Now, how long did it take you to get Aeroseal off
the market after the complaint from Shell came in ?

Dr. Hays. Well, it must have been at least several weeks after we
had received the sample and had tested or inspected it. T couldn’t give
you the dates. I can provide those for you.

Mr. Navenrox. How long did it take you to demand they take
it off the market?

Dr. Havs. Once we issued the notice to the registrant that the
produet was canceled, it took only a matter of a few days to ask the
company to recall this product on the basis that we had no informa-
tion regarding its properties.

Mr. NavenTon. Is it correct—I am not certain when the complaint
from Shell came in, but is it correct that the sample was taken on March
20. 1969, and that on March 24, 1969, 4 days later, you demanded that
the product be taken off the market? I don’t want anything T say fo be
interpreted as indicating I think it should still be on the market. T am
just comparing the treatment of Aeroseal with Shell No-Pest, Strip.

Dr. Havs. T would say that was a very effective and proper move,
done very expeditiously.

Mr. NavenTton. Ts this the fastest track record you ever had for
getting a product off the market ?

Dr. Hays. I wouldn’t be able to answer that.

Mr. Founrarn. How long was it ?

Mr. NavenaTox. Four days to demand it be removed. It perhaps took
a little longer before it was actnally off.
qlﬁr.)ﬂnﬁﬂrr!mn That action was initiated because of a complaint by
Shell?

Dr. Havs. Tt wasn’t initiated by a complaint. We receive a complaint
from people across this great country.

Mr, RosenTHAL, Did you get complaints from the PHS on that
product?
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Dr. Hays. I don’t know that PHS was aware of this particular prod-
uct at that time. ) :

Mr. Navenron, The information we have is that the reason the
sample was taken was because of a complaint by Shell. Is there any-
body here who could clear “? the discrepancy 4 Was it or was it not a
complaint from Shell that led to the taking of the sample?

Dr. Havs. It was not the complaint by Shell, No action was taken
until we had a sample of this product and found, No. 1, it was
not registered.

No. 2,it didn’t have any performance data. Three, there was no safety
data. And, four, it was not in the form in which it had been presented
to us as bemg a bona fide product by that company. It bore no relation-
ship to the Shell Co, .

(The following additional statement was subsequently provided :)

The Shell Chemical Co. informed the Pesticides Regulation Division that a
broduct was being marketed by Aeroseal Co. under their trade name although
Shell no longer supplied this material to Aeroseal, We requested our inspector to
sample the Aeroseal produet and upon receipt found that it bore no resemblance
to the product that Aeroseal had previously registered with the Division. On the
basis of the fact that this product was not registered and that we had no informa-
tion as to its performance it was decided that the product should be immediately
recalled. The sample was collected on March 20, 1969, and the suspension was
issued on March 24, 1969.

Mr. RosenTHAL. Mr. Chairman, may I go back a little? T did ask
Dr. Hays earlier whether or not it was a Public Health Service or Agri-
culture that had stimulated the warning on the Shell product and he
didn’t recall.

I would like to read into the record at this point a letter from the
Department of Health, Education, and Welfare, addressed to this
committee that says as follows:

The initial discussions with representatives of both the Shell Chemical Co.
and the Pesticide Regulations Division of the 1.8, Department of Agriculture
were held at Atlanta by Dr. S. W. Simmons and Dr. Wayland J. Hayes. During
these discussions Dr. Simmons informed both groups that we would withdraw
our objection to registration provided the label bore the statement. “Do not use
in rooms continuously occupied by infants or infirm individuals.” Following these
discussions Dr. Simmons sent Dr., Harry W. Hays a copy of the enclosed letter to
Representative Sullivan, dated September 28, 1967. . ..

The letter goes on fo say:

Labels continued to be referred to us without this additional cauntionary
statement and in each weekly letter we forwarded the same comment that
appeared in our letter of December 15, 1967. The dates of our letters in which
this comment appeared were: January 5, January 19, April 5, May 10, July 26,
October 4, December 6, 1968, and February 7, 1969. After February 9, 1969,
we discontinued our objection because the labels bore the suggested statement.

Doctor, does that refresh your recollection as to who initiated the
warning statement ?

Dr. Hays. It must have been the Public Health Service.

Mr. RosENTHAL. It strikes me as unique, this comparison between the
4 days that it took to get this other one off the market and the seven or
eight letters and communications from the PHS before you ever even
agreed to this warning label on the Shell product. It seems strange.

Dr. Havs. I ean’t explain the dates and delays in this matter. I can
only say we heartily agreed with Dr. Simmons, with this idea. 1 think
it was a very excellent recommendation. The delay in making the
change is something I can’t explain at this moment.
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Mr. Naveraron. Perhaps it might expedite matters if I asked Mr.
Alford, Assistant Director, Registration, to tell us a little more about
the Aeroseal situation and the timetable involved there.

Mr. Arrorp. Yes, sir.

Mr. NaveaToNn. You are Harold G. Alford, Assistant Director for
Registration, Pesticides Regulation Division. How did you happen to
have a sample taken of Aeroseal?

Mr. Avrorp. Representatives of the Shell Co., did bring a sample of
the product they had collected to the office and did, in fact, file a com-
plaint about it. This is not unusual for one industry to do that about
another.

On the basis of such complaints, we routinely asked our enforcement
people to collect an official sample so that we may determine for our-
selves what the status is. This is done quite frequently.

Mr. NaverTon. Normally the procedure is to have a sample taken
and then have a lab analysis made and then take action based on the
lab analysis?

Mr. Avrorp. If the analysis is required to determine whether or not
it is in compliance with the act; yes.

Mr. NavenaToN. Are those cfates correct that I gave? March 20,
1969

Mr. Arrorp. It was within a few days from the time the sample was
collected before we did send out the letter.

Mr. Navenron. Did you have a report from the lab as to the
analysis of the sample at the time the letter was sent out?

Mr. Avrorp. No.

Mr. NavenTon. Had you received any reports of accidents due to
Aeroseal prior to taking action to remove it from the market ?

Mzr. Avrorn. I don’t think so.

Mr. Navauron. Now, it is my understanding that normally a can-
cellation of a registration takes perhaps 15 months. It is a rather in-
volved procedure. How were you able to initiate the action in such
a short period?

Mr, Avrorp. Upon examination of the product, the official sample
that was collected, it was obvious we had no data on the release rate,
on what the potential hazard of the product would be. It was deter-
mined that such a use would be potentially hazardous and it was de-
cided that it should be suspended to prevent a hazard to the publie.

Dr. Irvixe. I think the answer to the question is that this was not a
registered product. Aeroseal was not a registered product.

Mr. NaveaToN. Didn’t you suspend the registration ?

Mr. Avrorp. The product being marketed was not the product rep-
resented in connection with registration,

Mr. NaveaTon. What authority do you have to suspend a registra-
tion without going through cancellation

Mr. Avrorp. To prevent an imminent hazard to the public.

Mr, Navanrox, 1s that the basis on which you took action ?

Mr. Avrorp. Yes.

Mr. Naverron. What was the nature of the imminent hazard you
had in mind ¢

Mr. Avrorp. It was the best judgment of Dr. Hays and the other
people in the evaluation that this was a potential hazard to the publie,
and in order to prevent an imminent hazard, suspension of registration
was warranted.
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Mr. Buoy. I think the record should be made straight on this. I
think the gentleman is possibly misspeaking himself because the prod-
uct that we are talking about was not the product that was reg-
istered. Therefore, it was a matter of telling the party that you have
a nonregistered product here and therefore we could re all it. It is
subject to seizure. That is what I understood was it

Mr. Naveatox. Were you consulted in advance of this action?

Mr. Buoy. I am sure that my office was talked to. I think one of
my men reported to me that they had a nonregistered product here
and the answer is if it is nonregistered it is subject to seizure and
either the most effective way of getting it all off is to get the party
to recall their product wherever it may be.

Mr. Navearoy. Without disagreeing with your interpretation of
the law in any way, let me again confirm what happened. Mr. Alford,
you were acting under the impression you were taking this off the mar-
ket because it was an imminent hazard ?

Mr. Arrorp. Because it could have been. Also, it was not the product
represented.

Mr. Navearon. But the imminent hazard was part of the basis on
which you thought you were proceeding.

Mr. Arrorp. For the immediate action.

Mr. CorenuAVER. By the same logic as this gentleman here pre-
sented, the Shell product was not the product registered because ac-
cording to section 3A1 of the Pesticide Act it is prohibited to mar-
ket any product, any economic poison if any of the claims made for
it or any of the directions for its use differ in substance from the
representations made. Since the Shell product failed to have the

roper warning on it it was different from the representations made
nia the registration and the same logic should also have been used
there.

_Mr. Bucy. That is what I stated in answer to Mr. Naughton’s ques-
tion.

Mr. RosextaAL. As I understand counsel’s position it was a different
product once it didn’t bear the label and it should have been seized.

Mr. Buoy. It may be the same product, mislabeled.

Mr. CopExmAVER. Is the gentleman questioning my interpretation
of the law?

Mr. Buey. No. I am stating mine.

Mr. Founrain. He said he concurred with you.

Mr. CorExnavEr. But the action taken against the Shell product
was different than the action taken against the Aeroseal product.

Myr. Rosentiar. That appears to be the case.

Mr. CorexuavER. Under the same philosophy.

Mr. NaverTon. How many times, in the memory of any of you gen-
tlemen here, prior to the Aeroseal situation, when imminent hazard was
at least a part of the motivating process, have registrations been sus-
pended on the ground of imminent hazard? Do you know any other
cases in which this has happened in the 20-year history of the act?

Mr. Arrorp. We possibly had some in the past. I am not familiar.

Mr. Navenron. Nobody knows of another one at this time. I won’t
ask for this to be submitted to the record.

Mr. Founrtain, Was someone about to answer the question ?
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Mr. Avrorp. Mr. Miller suggested one previous case we had where
registration was suspended.

Mr. Navenron, Could anyone enlighten us, in view of the similarity
of the products, the Shell No-Pest Strip and Aeroseal Vapona Strip
which had exactly the same active ingredients and practically the same,
if not identical, directions for use, what made one an imminent hazard
when the other didn’t give you enough concern that you even thought
about having the warning puton the boxes in the stores?

Mr. RosentHAL. After six letters from the PHS.

Dr. Hays. It bore no similarity to the resin strip that Aeroseal pre-
viously marketed that was the vapona strip of Rﬂae]l. They, on their
own volition, decided to make their own strip. When I looked at it, it
bore no similarity to the Shell strip, and to me, it did pose a very serious
threat in that the material was taken up in a blotter.

I don’t want to get into the physical chemistry of the problem in-
volved, but it is inconceivable to me that this material could be released
at a very constant rate when all it was bound to was a piece of blotter
paper. That, to me, is dangerous, and unless we had evidence to the
contrary, under certain conditions of temperature and humidity, the
amount of material could be released very rapidly and the amount in
the atmosphere could reach a level that could produce some very seri-
ous effects.

I didn’t think that was adequate protection to the public, to allow
this product to be on the market without any data to support it.

Mr. Rosentiar. Mr. Buey just said the reason for the seizure was
something else.

Mr. Buoy. I said the product was not registered. It was a product
other than the registered product. Therefore, it wasn’t a matter of hav-
ing to suspend or revoke a registration, because it was a nonregistered
produet.

Mr. Corexnaver. My point was the Shell product is also a nonreg-
istered product under the law.

Mr. Navenron. Doctor, you indicated there was no similarity be-
tween the two products. Actually the only difference was that one had
blotter paper and the other resin. Am I ¢orrect? Otherwise, they were
similar.

Dr. Havs. There is a great deal of difference.

Mr. Navearon. I am not talking about the effect, T am talking about
what went info them. Twenty percent vapona and related products
and S0 percent inert ingredients.

Dr. Havys. Mr, Naughton, it isn’t necessarily what goes in. Tt is what
comes out. It is the rate at which it comes out that bothers me.

Mr. Navewron. What were you worried about? The fact more
vapona might be released in the shorter period of time?

Dr. Havs. Yes.

Mr. Navarron. So you think under certain conditions vapona can
be highly dangerous?

Dr. Havs. Unless bound into a resin or material that prevents this
from oceurring. This is one of the purposes of many companies, to
develop resin-type produects.

Mr. Naveuron. But you don’t have to worry about it being hung
over an infant’s erib for 3 months as long as it is a Shell product.

Dr. Hays, Tdidn’t sav T am not worried abont that. Didn’t we just
agree that this is a very logical step not to permit these to be——
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Mr. NaveuToxn. But not concerned enough to take action to require
the warning, at least up to date.

Dr. IrviNe. Let me add at this time if I may, in the light of this
discussion, we will notify Shell Chemical Co. to ind and relabel, either
by stamping present labels or by relabeling all of their strips that are
now on the market.

Mr. Navcaron. How long do you estimate you will give them to—
will it be the same timetable as Aeroseal ?

Mr. RosextiAL. I think you should be commended for that action,
very frankly.

Mr. Fountary. Are you satisfied this is the proper action to take?

Dr. Irvine. I am satisfied today it is the proper action to take.

Mr. RosextHaL. I think you should be commended for that.

Mr. Navearon. Going to another aspect which involves the same
type product, at Senate hearings last month Dr. Bayley made a state-
ment which ineluded the following comments:

As a matter of routine procedure USDA scientists consult on questions of
pesticide safety with expert authorities, whoever they may be, and with other
agencies of the federal government.

Critieal use of pesticides on foods or feed are cleared by FDA under the Food,
Drug and Cosmetics Act as amended. That agency has explicit responsibility for
protection of food products. When a product could leave residues on foods, we
delay registration until the applicant obtains the tolerance from FDA or deny
registration if residues are left and no tolerance has been set.

Now, we are familiar with the procedures whereby a petition is sub-
mitted to FDA in connection with the asking of the tolerance for use
of pesticides on raw agricultural l()]!]]ltOtl]Tl?H but, of course, food in
restanrants is not a raw agricultural mmnwdltv

When a product such as lindane vapor is put into use, the directions

call for the whole room to be filled with a vapor which will then kill
insects.

The Shell No-Pest Strip works on the same principle. It fills the room
with vapor. Was the proposed use of Shell No-Pest Strips and other
similar commodities which are registered for use in restaurant kitchens
where food is being served submitted to the FDA for the establish-
ment of tolerance?

Dr. Hays. It is my understanding, Mr. Naughton, that this is not
the procedure. As you just mentioned, the requirement for tolerance
is for raw agricultural products shipped in interstate commerce, and
we have not filed any request to the Food and Drug to establish a tol-
erance for food in restaurants.

Mr. Navenron. There is no tolerance for residues of insecticides on
food in a restaurant, is there ?

Dr. Hays, No, sir.

Mr. Navenrox. Isn't it true that Shell’s No-Pest Strip, and T would
assume almost every product of this type, leaves a residue on food
which is being prepared while it is in action?

Dr. Havs. It is conceivable.

Mr. Naveuron. Don't tests submitted by Shell itself disclose the
existence of a residue?

Dr. Havys. In restaurant foods?

Mr. Naveuron. In foods, in kitchens, ves.

Dr. Hays. I ani not aware of such data. 1t could be that the sy have sub-
mitted data. I wouldn't know.
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Mr. Navearon. If there is no tolerance for such a residue, then it is
illegal, is it not, under the Food and Drug Act?

Mr. Buoy. I think Food and Drug can answer that, but I don’t
know that Food and Drug regulates local restaurants.

Mr. Naveuron. I am assuming that it is in interstate commerce—
maybe it is a restaurant in the District of Columbia where they are
all subject to the act.

Mr. RosextmHAL. The product is sold in interstate commerce.

Mr. Navemron. Isn't this situation prohibited by the Food and
Drug Act assuming the product is in interstate commerce ? g

Dr. Havs. You are talking about the shipment of raw agricultural
products in interstate shipment ? 5

Mr. Naveuron. No, not raw agricultural products. I specifically
excluded those. We understand that. I am talking about a use which
is bound to result in a residue being deposited on food in a situation
“l'here interstate commerce is involved. Perhaps Mr. Bucy can answer
that.

Mr. Bucy. I think probably you have the counsel for the Food and
Drug Administration here who can answer what they considered to
be adulterated.

Mr. Founrtarn. Did you get that question of Mr. Naughton’s?

Mr. Goobric. Whether the use of vapona resulting in contamina-
tion of food while held for sale after shipment in interstate commerce
would result in its adulteration. There would be a requirement of
establishing for a processed food a food additive regulation permit-
ting the residues that might be anticipated from this use of the
pesticide.

Mr. NaveaTON. In other words, if there is no tolerance, it is illegal,
any residue.

Mr. Goobrrca. So long as the product is not generally recognized
as safe, which of course the pesticide is not.

Mr. NaveHTON. Are pesticides generally recognized as poisonous
and deleterious substances?

Mr. Gooprich. There are very few exceptions to that, all of which are
listed in the regulation. In general that is true.

Mr. NaverroN. I understand that there are four tolerances that have
been approved for use of vapona. Do any of those involve use in a
restaurant or other situation where prepared food is exposed?

Mr. GoopricH. My understanding is that those tolerances have been
established for food stored in warehouses in packages and the toler-
ances were established for the use of this type of insecticide on ware-
housed materials, but the details of that can be taken up in more
detail and better by Mr. Duggan.

Mr. NavenTON. Before those tolerances were granted was a legal
opinion requested by those officials of FDA who granted the tolerance
as to whether the law permits granting of a tolerance from a pesticide
use such as this involving food other than raw agricultural com-
modity ?

Mr. Gooprica. Not specifically, but that document establishing the
tolerance came through my office, and I did approve it.

Mr. Naverron. You didn’t make any specific lezal analvsis then of
what constitutes a food additive under this condition. The law does
prohibit, does it not, the addition of poisonous or deleterions siuh-
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stances to food except where it is required in the production thereof
or can’t be avoided by good manufacturing practice?

Mr. Gooprica. This provision you are quoting was a part of the act
of 1938, There was at that time an out and out ban agamnst all poison-
ous and deleterious substances.

In 1958 Congress changed that policy by enacting the food additive
amendment which allowed the safe use of additives which themselves
might be classified as poisonous. They also took under control at that
time chemicals of unknown or uncertain toxicity and directed that
the agency establish tolerances that would be safe for that class of
preparations.

Four years before that, in 1954, Congress had dealt with the pesti-
cides on raw agricultural commodities, and in 1958 extended the rule
applicable to pesticides that might appear in processed foods classify-
ing them as food additives.

You will recall that there was a provision made in the food addi-
tives amendment that so long as—if a pesticide chemical appeared in
a processed food because of its lawful use on a raw agricultural com-
modity it was not necessarily to get another tolerance.

Where a pesticide is nsed on a processed food, it comes under the
food additive amendment, under our interpretation, rather than nnder
the pesticide amendment, and the provision you quote was retained
by Congress in 1958 to deal with accidental contaminations of food
rather than with this purposeful use which is likely to result in food
containing a residue of a food additive.

Mr. Navenron. Doesn’t section 346 of the code establish that when
you add a poisonous or deleterious substance to food that if it is not
required in the production of that food or it can be avoided by good
manufacturing process, that you can’t add it without ma king it un-
safe automatically?

Mr. Goobrrcn, That was true until the enactment of the pesticide
amendment, in 1954 and the food additive in 1958. We say that those
enactments of the Congress authorize the establishment of tolerances
for these two classes of chemicals and was an exception from the
per se ban on poisonous and deleterious substances.

As the committee report indicates, 406 was retained to deal with
accidental types of contamination where the poison could be avoided
or was not required in production.

Mr. NaveaTon. Has FDA established any tolerances for pesticide
residues on prepared food in restaurants?

Mr. Goopricit. Not specifically on restaurants, but there are some
tolerances for pesticides on prepared foods. The issue of the res-
taurants, as I attempted to answer a moment ago, deals with whether
or not the food is either in interstate commerce or is being held for sale
after shipment in interstate commerce.

Most of it obviously is being held for sale after shipment in inter-
state commerce if it is being prepared in a restaurant kitchen be-
cause food isn’t normally grown and processed in the same State.
But as a matter of using our resources, the regulation of local restau-
rant sanitation and of local restaurant food preparation is dealt with
as a local matter.

Mr. Navenron. Hasn't the Public Health Service as a matter of
policy objected to pesticide uses which involve continuous vaporiza-
tion i closed areas where humans may be exposed ?
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Mr. Goopricu. Yes; they have. And this is a part of the type of
objections that were voiced here or were discussed here a little earlier
this morning.

As the files indicate, as you yourself know, there has been a continu-
ing objection to vaporization from lindane vaporizers going down
through the years even before the enactment of the pesticide amend-
ment in 1954 and before the food additive amendment in 1958.

That policy has been pursued right along. There was an objection
to the use of the vaporizer in vapona in kitchens. That objection was
made by the Public Health Service before that particular unit be-
came a part of the Food and Drug Administration sometime last year
and an agreement was reached that PHS would withdraw its objec-
tion if an additional labeling statement was included.

On the whole issue of vapona from the standpoint of safety, the
Food and Drug Administration itself now has as one of its units this
Public Health Service unit that has been responsible for reviewing
labels.

And as you know from our statement which we are prepared to
deliver later, we plan to go into that in more detail.

Mr. NaverTon. Just to clarify this, your position is that you would
have the authority to grant a tolerance under the law. Could you
submit something for us restating the positions that you have taken
and the basis for them ?

Mr. Goopricu. Certainly.

(The statement supplied follows:)

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE,
OFFICE OF THE SECRETARY,
Washington, D.C., August 15, 1969.
Hon. L. H. FouNTAIN,
Chairman, Subcommitice on Intergovernmental Relations, Committee on Govern-
ment Operations, Rayburn Building, Washington, D.C.

DeAr MR, FounTaIn : When I appeared before your subcommittee on June 24,
1969, the question arose about FDA's legal authority to establish a tolerance for
a pesticide chemiecal which might migrate from a No-Pest Strip and contaminate
food held or being processed in an area where the strip was being used fo repel
flies and other insects.

Clearly the Pesticide Chemicals Amendment of 1954 is not applicable hecause
it relates to pesticide chemicals in or on raw agricultural commodities.

The issue is whether the Food Additives Amendment of 1958 modifies the strict
ban against unnecessary and avoidable poisonous and deleterions substances
found in 21 U.8.C. 346,

The House Committee on Interstate and Foreign Commerce, in H.R. 2284,
85th Congress, second session, explained the coverage of the food additives amend-
ment as follows:

“* * * The legislation covers substances which are added intentionally
to food. These additives are generally referred to as ‘intentional additives.’

“The legislation also covers substances which may reasonably be expectod
to hecome a component of any food or to affect the characteristics of any food.
These substances are generally referred to as ‘incidental additives.’

“The principal examples of both intentional and incidental additives are
substances intended for use in producing, manufacturing, packing, processing,
preparing, treating, packaging, transporting, or holding food.

“On the other hand, substances which may accidentally get into a food,
as for example, paints or cleaning solufions used in food processing plants,
are not covered by the legislation. These additives are generally referred to
as ‘accidental additives’ since these substances if properly used may not rea-
sonably be expected to become a component of a food or otherwise to affect
the characteristics of a food. If accidental additives do get into food, the




91

provisions of the Food, Drug, and Cosmetic Act dealing with poisonous and
deleterious substances would be applicable * * "

Residues from a No-Pest Strip probably should be classified as “accidental
additives.” If properly used, there should be no reasonable expectation that this
emitted pesticide wounld become a component of food,

IT the pesticide strip were registered for a use in which there was a reasonable
expectation of food contamination, the produect wounld be a “food additive,” but
it is not clear that issuance of a tolerance would be permissible for the con-
taminant.

Yours very truly,
Witriam W. GoobricH,
Food, Drugs, and Environmental Health Division.

Mr. Navenrox. Is it fair to assume that in view of the longstanding
objections that PHS has had to continuous vaporization, you have no
plans to grant a tolerance for the use of No-Pest Strips or similar type
pesticides in kitchens even if you have the authority to do so.

Mr. Goobrion. Bearing in mind PHS people objected to that, T would
consider it unlikely that there would be such a pro vosal, but this is an
issue which the Commissioner has stated will be taken up very shortly
and a decision reached by July 1.

Mr. Navanton. As long as no tolerance has been granted, then any
residues that result from vapona strips render the food adulterated ?

Mr. Gooprich. Yes.

Mr. NavgaToN. There is a question if a tolerance is granted as to
whether you have the authority to grant it. You take the position you
do, and others might take a contrary position.

Mr. Goobricn. Correct. I think I take the position that the food
additive amendment authorizes us to do that.

Mr. Fountarn. The committee stands recessed until 2 o’clock.

(Whereupon, the subcommittee was adjourned to reconvene at
2 p.m.)

AFTERNOON SESSION

Mr. Fountaiy. Let the committee come to order.

Let the record show a quorum is present.

Mr. Naughton, maybe you ought to get into the record at this time
some testimony concerning procedures for cancellation.

Mr. Navenron. Mr. Bucy, I wonder if you could enlighten us a bit
as to the procedures nsed when the Department decides to take steps
to cancel a registration of a pesticide

We have observed, with respect to certain products, that they appear
to follow a sort of rulemaking procedure, where hefore initiating in-
dividual cancellation action they first advertise in the Federal Register,
giving 30 days for comments. and then they indicate that in 90 days
or so they intend to make this interpretation which will in effect render
certain products unsafe for certain uses.

Could you tell us just how this rulemaking procedure fits into the
cancellation procedures?

Mr. Buoy. In some instances it doesn’t necessarily fit into it. T think
it’s a matter of where you do have substantial question with respect to
whether certain warnings or certain instructions should be incorpo-
rated, they issue a notice of proposal in order to get the views and
data as to what would be the best type of warning or instruction
statement to require.
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Here, in this area, I think it’s an advantage to get it so you're not
changing it, and then finding problems flow from not having all the
facts. On the matter of cancellation, when it goes to a matter of a real
threat to health or hazard, it being an interpretative statement, then
I don’t think they have to go through the notice, prior notice, and
submission of views, and the period of time when it will become effec-
tive.

1 think it is highly desirable and T think probably if it’s a general
rule. the Administrative Procedure Act requires that they publish
it so that the public can be on notice generally, the interested members
of the public, as to what the general policy is, both from the standpoint
of safety and that if the general public knows what it is the interested
parties are not investing money and taking steps to come up with some
product that they find out later is no longer under that policy, going
to be considered for registration.

Mr. Naverros. In other words, the rulemaking procedure where
vou ask for the views of interested parties is useful in formulating
positions, particularly where you might want to have a uniform un-
derstanding as to what certain terms meant when used on a label ;
things of this kind.

Mr. Buoy. That's right. Or if you need to, in a particular area, re-
quire specific requirements for that particular area of product, then it’s
desirable to get the views. T can see circumstances where it is desirable.

Mr. Navenrow. If the Department has determined and is satisfied
in its own mind that a certain product is not safe, let’s say becanse
of an accident history or for some other reason, is any purpose served
at all by going through the rulemaking procedure?

Wouldn’t that just delay the eventual time of cancellation

Mr. Buoy. I think if they have evidence that clearly shows this thing
is a threat to the public safety, that they aren’t required to give this 30-
day notice.

Tn fact. they can on an ad hoc basis proceed with the cancellation.
I think where it’s a matter that is a broad use and a number of different
people may be interested, that they should publish the general policy
that they will not register any more in that area.

Mr. NaverTon. In a cancellation, say, where the question was a lack
of effectiveness rather than safety, so imminent hazard didn’t come
into it, how long would that take? It starts out with a 30-day notice,
doesn’t it ?

Mr. Buoy. Under the act it provides you serve notice that they have
30 days within which to take three alternatives. They may request
that the matter be referred to a committee appointed with recom-
mendations from the National Academy of Sciences; they may request
a hearing ; or they may correct the situation. :

I suppose they can correct it. Maybe it’s ineffective becanse they
haven’t the right formulation. 3

Mr. Navauron. If it’s a change in label that can be corrected easily.

Mr. Buoy. Yes. If they don’t take one of those steps within the 30-
day period, then the cancellation becomes effective.

_ Mr. Navenron. For anybody who doesn’t fight a notice to cancel, it
is effective 30 days after notice is given. If they do elect to——

Mr. Buey. If they do, and it is referred to a committee—I haven’t
got those figures before me, but I think it’s 60 days that the committee,
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by the act, shonld come in with a recommendation. Not over 60 days.

Mr. Navenron. There can be one 60-day extension, can there not?

Mr. Bucy. The Secretary may extend the time if there is good cause
for extension. After that recommendation is received by the Seeretary,
the Secretary has to determine the matter.

Without referring to the act, I think that is 60 to 90 days. I believe
it is 90, that he has to decide, Then the party, if it is adverse to the
party, they may then again ask for a hearing and you go to the hearing.
At that time the committee’s recommendation would become part of
the record in the hearing, and you go through your regular hearing
procedure.

Well, you end up having to give them a reasonable time in setting
vour hearing. It depends upon how long your hearing takes. When you
get to the point of a final order, I would say you probably end up with,
well, expedited, it would probably take a conple of months at the mini-
mum if you went through the hearing process and probably longer
than that.

Onee that is completed, if it’s still contrary to them, the party can ap-
peal to the courts.

Mr. Navenroxn. The question before the court in the event of appeal
would not be whether the Secretary was right or wrong, but simply
whether or not there was substantial evidence in the record of hear-
ing to support lhv decision made?

Mt Buey. Yes. It would be decided on the record. It would be a
review of the record. The court wouldn't substitute its judgment.

Mr. Navarron. When a registrant receives a 30-day notice of can-
(PH.Lthll. in the event it’s a deficiency that can be corrected by chang-
ing the label, he may simply comply within the 30 days, which ends
the matter.

Mr. Buey. If he complies, that’s the end of it.

Mr. Navenron. If he doesn’t respond, it’s canceled. If he fights it
he can ask for an immediate hearing, at which he would present evi-
dence and the issues would be discussed and the Secretar v would make
a determination on the basis of that record.

Mr. Buey, That's correct.

Mr. Navenron. He has an alternative which would take longer, to
ask for a review by a committee of the National Academy of Sc iences?

Mr. Bueoy. That's correct.

Mr. Navenron. Then that report would come to the Secretary.
The Secretary would make his determination with the report he fore
him, and at that stage the registrant would have the option of asking
for a hearing or not !

Mr. Buey. That's correct. After the Secretary’s final decision with
the recommendation of the committee before him which was made,
then the registrant wonld have the opportunity to request a hearing.
That’s correct.

Mr. Navemron. If the registrant were interested in stringing out
these procedures as long as he could, he could probably manage a few
vears, couldn’t he, with all these appeals?

Mr. Buey. We would hope that he wouldn’t get away with a couple
of years. I can see where when you add 30 days and 60 days to that,
‘md some time intervening to constitute a committee, of course the

Secretary has control over the 90-day period after he gets the recom-
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mendation, he can act on that and expedite that 90-day period, but
then when you get to the hearing again and then by the time you get
through appeals, why |

Mr. NavcHTON. Let’s say a year would not be unreasonable. This is
assuming that the Department was making reasonable effort to

Mr. Bucy. Assuming you pressed it along. By the time you get up
to that point, unless the fellow had a pretty good defense, which
really raised a substantial issue, why, I would think the notice that
he got out on it would certainly impair his operations with this
product.

Mr. Navanrox. Now, during the period in which administrative
procedures or litigation was underway, would the product normally
stay on the market ? The registration is still in effect. .

Mr. Buey. Yes; under the procedure preseribed, the cancellation
doesn’t take effect yet.

Mr. Navarron. In the case of effectiveness, maybe you don’t have
any, but what procedures are there, if any, under which you can get a
product off the market in a faster time?

Mr. Bucy. The act does provide for suspension, if there is an im-
minent hazard to human beings.

In that case it provides for an expedited hearing if you exercise
your suspension authority.

Mr. Naventon. But in that case, the product would be off the
market or would be illegal if it were on the market as of the
momnent——

Mr. Buoy. The registration wounld be suspended. Therefore, you
wouldn’t have an effective registration at that time.

Mr. NAvairton. So you could issue a suspension order in the morn-
ing and start seizing products in the afternoon in the event that the
manufacturer were not willing to recall them ?

Mr. Bucy. Seizing them in the morning in the event that the prod-
uct, in spite of compliance with the registration, still constituted a
hazard to the public, you could proceed to seizure without coing to
your suspension proceeding, even.

Mr. NavenTon. Let me see if T have that straight, If it were a
hazard, even if it were in compliance with the registration, and the
registration weren’t suspended, you could still seize it ?

Mr. Bucy. Where it’s handled in accordance with the preseribed
instructions, and it still is an imminent hazard to the pnblic.

Mr. Naverrox. So this wonld be a matter of determining that the
instructions were such, that even if they were followed——

Mr. Buey. That's right.

Mr. NavenTox. I don’t know whether the label you were discuss-
ing this morning raised that question or not. It depends on the prod-
uct, I guess.

Mr. Buoy. Bach one of those is an ad hoc matter.

Mr. NaverTon. We were discussing this morning the removal of
the Aeroseal Vapona Strip. Do you know of any instance, leaving that
one aside for the moment, when the imminent hazard provision has
heen nsed ?

Mr. Buoy. You mean from the standpoint of suspension forthwith?
I don’t have knowledge of it myself. Maybe the people administering
the program have instances that they know of, but it hasn’t come to
my attention.
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Mr. Naverrox. Now, if instead of proceeding directly to a cancel-
lation procedure with respect to a type of product where there might
be 40 or 50 of that product on the market, the Department did use a
rulemaking type of device and asked for views to be submitted and
then took a position after 90 days or so and put it in the Federal Reg-
ister, that would have no effect whatsoever on the individual registra-
tion, would it ?

Mr. Buey. No. We would have to proceed against the——

Mr. Navenron, Youwould still have to follow the same timetable?

Mr. Bucy. The procedure clearly indicates you have to notify the
holder of the registration,

Mr. NavenTon. So if you were to use the rulemaking procedure
in a situation where a safety hazard might be involved, you would
just be losing that much time as compared with either invoking sus-
pension or going through the cancellation procedure

Mr. Bucy. Unless you made a finding and waived the notice for
submission of views, as an interpretive rule you could issue it without
the notice for submission of views.

Mr. Naventown. In other words, if you wanted to get some of the
advantages at least of the rulemaking procedure you could publish a
notice in the Federal Register that due to the accident history of this
product and the fact that it appears to be an imminent hazard to
health, we won’t accept any more registrations and are hereby suspend-
ing all existing registrations.

Mr. Buey. Policy of the Department not to register this product for
this use in the future and that it would take action aganst

Mr. Naveuron, Cancellation or suspension if it were considered
dangerous enough.

Mr. Bucy. A method of notifying the general public that this is a
matter we have determined is hazardous.

Mr. Navenron. Since you haven’t used, so far as we can determine,
the imminent hazard provision with the exception of such use as was
made of it in the Aeroseal case, I guess you don’t have a long body of
precedent as to what does or doesn’t constitute an imminent hazard.

Mr. Bucy. In that case you can have two or three reasons why vou
act. I assume Mr. Alford said he was motivated by the imminent
hazard. Even if there wasn't an imminent hazard, they could have
acted forthwith in any event in this particular instance because they
were marketing a product which was not registered.

Mr. NaveuTon. Is that not registered or misbranded?

Mr. Buoey. It was not registered because the product that he had a
registration for was an altogether different product.

Mr. Navenroy, Well, it was vapona. The difference as T see it is
between a blotter and——

Mr, Bucey. The end product is what is registered. The registration
isn’t issued for components. It is registered for vapona put up in
this form.

Mr. Navenron. You might have a situation where a product was
both misbranded—anything that was not registered because it didn’t
conform to the registration would also be misbranded if the label bore
the description on the registration.

Mr. Bucy. If it wasn't registered—that is right, it would be mis-
branded.
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Mr. Naverron. One other question. We had some discussion this
morning of certain registered uses which involved a type of space
vapor or space spray in which at least, I believe, there was every
reason to believe that the residues are being deposited on food where
these are used in establishments serving food in interstate commerce
for which there is no tolerance and there is no indication of FDA
intent to grant such tolerance.

Mr. Buey. I understood that was still under consideration. At
least there is no final action on their part toward issuing tolerances.

My. Naveiron. At the moment it would appear that a number of
registrations involve uses which are adulterating food. Is there any
quarrel with that coneclusion’

Mr. Broy. I don't know. There may be. T suppose the manner of
handling that is if it is resulting in depositing a poisonous substance
on food, you would have labeling requirements or warnings against
its use in places where food was being prepared or stored.

Mr. Navenron. In addition, even if the FDA has the authority
to grant a tolerance as an additive, which I think is questionable, but
assuming they do have it, they haven't granted it for any of these
uses, have they?

Mr. Broy. 1 don’t know. I understood from Mr. Goodrich they
had granted it for storage but hadn’t dealt with the area of prepara-
tion of food.

Mr. Navenrox. There is quite a difference between food in a ware-
house in a package which may be 3 months away from consumption by
humans where the pesticide may be toxic but not persistent and a
residue of a fairly highly toxic substance on a hamburger just before
you eat it, isn't there?

Mr. Buoy. If it is persistent, it wouldn’t be much difference whether
it is in storage or in the kitchen or on the table. If it is not, why then,
it would be a question of how rapidly the stuff went into consumption.

Mr. Navenron, Getting to the legal aspect of if, clearly there was
adulteration of food in connection with the uses of lindane. Your own
tests showed that. T don’t think there is any dispute about it.

The Shell people, in their own studies submitted, indicated that the
use of their No-Pest Strip in restaurant kitchens will result in a meas-
urable residue of vapona on the food.

Now, it seems to me that clearly this is adulterating food. That 1s
agninst the law. What do you plan to do about it ?

Mr. Bucy. T understood we had a cancellation proceeding pending
at this time.

Mr. Navenron. Against whom ?

Mr. Brey. Wait a minute. I am thinking of the other product.

Mr. Naverroxn. You are not taking cancellation proceeding on that
either,are you?

Mr. Bucy. It is a consideration of the labeling with respect to this
product.

Mr. Navairron. I wonld agree if the label bears the warning “don’t
nse in kitchens or other rooms where food is prepared or served” that
presumably you could use it in the garage or in a room where you don’t
keep any food and you shouldn’t have the problem, but as presently
registered the directions for use certainly say nothing at all warning
the unwary user not to use it in the kitchen.
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A lot of the boxes don’t even warn him not to use it in the baby’s
bedroom.

What, if anything, do you intend to do about the adulteration of
food that apparently is resulting not just from the No-Pest Strip but I
would assume from any product which uses this same method of
killing insects?

Mr, Broy, Doctor Irving can tell you what he intends.

Dr. Irvine. We have an area here that we will have to look into
further and we have already started looking into it.

I can’t document the instances but the questions raised by Mr.
Goodrich this morning and some of the discussion we have had indi-
cate in the restaurant area, in the home kitchen areas, there is no
jurisdiction on residues that occur in foods after they have arrived in
the home.

Food and Drug is elear on raw agricultural materials in transit
and warehouses. T believe the law is silent with respect to what happens
to this food after it is prepared and produced in a restaurant or {mme.

The position I think we would take is this: If the Food and Drug
Administration clearly says that any additional pesticide which would
have to be specific as to kind and amount, is not tolerated in food
after it is prepared and provided for use in a restaurant or in the
home we would have to amend our labels or cancel depending upon
the situation in that instance.

Mr. Naverron, If they are not willing to grant a tolerance you
will amend the labels to conform with their position?

Dy, Inving, Yes, siv. But I will point out that it is complicated
since we must go chemical by chemical. The food we have in onr
restaurants and homes already contains tolerable amounts of chemicals
by FDA.

some of the things we are talking about used in the home and restau-
rants may be the same chemicals already tolerated in foods in shipment.
We would have to consider what came into the kitchen on the food
in the first place and what has been added by the device since they
came in the kitchen,

Mr. Fouxtaiy. The committee will take a short recess until we
can answer a rolleall.

( Recess,)

Mr. Navenron. Just to be sure the last point is clear, if the FDA
takes the position that a particular use will result in food adulteration,
will ARS then accede to the position of FDA and make such labeling
change requirements as are necessary to change the situation so that
food adulteration isnot likely to result ?

Dr. Irving. We will do so.

Mr. Naverron. How many products would you estimate are cur-
rently in use such as the No-Pest Strip and others which rely on emit-
ting vapor of some type in a closed space where the adulteration of
food, if used where food is prepared, would be likely?

Dr. Havys. I would have to ask Mr, Alford.

Mr. Avrorn. T would say very few. There is a pyrethrum dispenser.
There are one or two germicide dispensers, deoderant germicide com-
bination. Relatively few products where it is continuous application.

Mr. Navenron, Is DDVP, or vapona, considered safer than lin-
dane?
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Dr. Irvine. I defer that to the toxicologist.

Dr. Hays. That is a matter that has not yet been resolved.

Mr. Naveuron. The registration of lindane was not suspended,
wasit?

Dr. Hays. Suspended? No.

Mr. NaveaTon. In other words, you are going through the regular
cancellation procedures but no——

Dr. Hays. This matter now is pending.

Mr. Navearon. The reason for the concern about imminent hazard
in the case of the Aeroseal was basically because it was felt that the
blotter might release a larger amount of the vapona, DDVP, than
the resin strip would which supposedly was emitting the vapors at
a controlled rate.

Dr. Hays. Yes.

Mr. Navenrron., So, your concern was that you might get a
higher concentration of DDVP than you had tests for?

Dr. Havys. That is correct.

Mr. Naveaton. Had you ever made any tests on the Shell No-Pest
Strip to see whether in the 3 months these are supposed to be good
for the rate of emission of vapona vapor is constant or whether or
not there may be considerably larger quantities given off in the early
times right after the box is opened than at a later time?

Dr. Hays. We have not done it recently, but I would have to

Mr. NavearoN. Have youever doneit?

Dr. Hays. I would have to check to see whether it was done some
years ago. It could well have been.

Mr. Navenron, Have vou taken samples of the No-Pest Strip,
picked them up in the marketplace and tested them to determine
whether the produect now being marketed is, so far as you can determine
by sampling, such that the vapona vapor will be released at a constant
rate over the 3-month period which is the rate involved in any test
you may have made?

Dr. Havs. T said, to my knowledge, it has not been done recently.
It may well have been done prior to my coming to the Division. I
have not seen any such data.

Mr. NavenTon. So, you have no way of knowing from your own
resources and your own tests that the Shell No-Pest Strip, if there
might be some defect in manufacturing or a little extra heat if some-
body hangs it near a lightbulb, might not result in a higher concen-
tration of vapor than you planned for.

Dr. Hays. All I can say is that the data submitted with this appli-
cation was supported by data at varying temperatures and humidity.
The data, in our opinion, was reliable scientific data.

Mr. Navearon. Suppose somebody has a quite small room. Shell
No-Pest. Strips are designed to be placed in rooms of a thousand
cubic feet minimum, are they not?

Dr. Havs. Yes.

Mr. Naveron. Suppose somebody has a tiny nursery room of 500
cubic feet. Is there any warning on the No-Pest Strip box that warns
the user not to put it in a room smaller than 1,000 cubic feet ?

Dr. Hays. I don’t know of any such warning not to; there is the
precautionary statement or directions to use in a room of a thousand
cubic feet.
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Mr. NaveuroN. Yes, but isn't there a dan%{er in a room half the size
where you would get twice the concentration ¢

Dr. Havs. This matter really presents itself in the form of negative
labeling. T am sure if we were to put on all labels all the things that you
are not ‘-uppo-.ed to do there wouldn’t be a label big enough to have this
kind of negative labeling.

What we are interested in is what is the proper use of this particular
pesticide,

Mr. Navcuroxn. Isn't it basic if you are concerned about concentra-
tions of vapona higher than those on which you have tests, based on
one strip per llmummd cubic feet, to warn the user this may be dan-
gerous if used in less than a thous sand feet? No such w arning is on the
box, that I can find.

Dr. Havys. This would be a misuse.

Mr. Navenrox. It says it is designed to be used—there is one other
thing here. For the control of flies in animal buildings such as dog
kennels and horse barns apply one strip per 1,000 cubie feet of enclosed
area. Do you know of anybody with a 1,000 cubic foot dog kennel ? If
you put Shell’s No-Pest: Strip, one strip in a regular size (lurr kennel,
aren’t you going to get a much higher concentration than the 1000
cubic feet we are t‘tll\mg about ?

Dr. Hays. I could visualize dog kennels of that size and larger

Mr. Navcmron. Aren't there a number of circumstances which your
labels don’t warn against under which you could have a L'()I]ﬁld(‘l‘.lh]\"
higher concentration of vapona in a room even if the rate of emission
is absolutely controlled ?

If on top of that you may have a higher rate of emission in the early
stages—I don’t know that it does but you don’t know it doesn’t—I
am suggesting if you are that concerned about Aeroseal, and I am not
quarrelling with the very rapid aggressive action taken there, you
should start thinking a bit about No- Pest Strip.

Mr. Founrtar~. Are you through?

Mr. NavcaTox. Just one last question.

Does the Consumer and Marketing Service permit the use of vapona
strips in meat processing establishments?

Dr. Havs. No.

Mr. Fouxramn, Dr. Irving, is it true that the Department has taken
the position that certain pesticides containing more than a specified
percentage of arsenic compounds are unsafe for use in and around
the home and that such use should no longer be permitted ?

Dr, Irvixe, Yes, sir.

Mr. Founray, When did the Department first take this position ?

Mr. Avrorp. August, 1967.

Mr. Founrtay. What prompted the position ?

Mr. Arroro. It was a review of the accident reports as well as rec-
ommendations by the Public Health Service.

Mr. FouxraiN. Do you have any figures indicating the number of
accident reports, Mr. Alford?

Mr. Avrorn. We have those. We don’t have them here.

Mr. Fountarn. Do you offhand know the approximate number?

Dr. Hays. I think I can tell you, Mr. Chairman. From 1949 to 1967
there were about 186 accidents associated with the use of arsenie.
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Mr. Founrarw. So, it is true that there have been numerous accidents
attributable to these compounds?

Dr. Havs. Yes, sir.

Mr. Fouxraix. Have many of these accidents involved children?

Dr, Hays. Yes, sir.

Mr. FounTain. Do you have any idea how many children ?

Dr. Havs. T don't know exactly how many children, but of the total
number of human aceidents there were about 27 fatalities.

Mr. Founrtan. Twenty-seven fatalities.

Dr. Havys. Yes. Some were suicide. Some accidental.

Mr. Founrain. Do you happen to know how many were snicide ?

Dr. Hays. Offhand, I think there were probably in the neighborhood
of eight or 10.

Mr. Fouxrain. Mr. Naughton just handed me a document indicating
there were 39 fatalities, all of which involved accidental ingestion. In
addition, there were three snicides.

The breakdown shows: Skin contact, four accidents. Vietims, four.
Inhalation and skin eontact accident, two. Vietims, four. Inhalation
accidents, one. Vietims, one. Unknown, two in each category .

Now you first took the postion they were unsafe for such use you
say August 1, 1967. How close are you to getting these arsenic com-
pounds out of the market for use around the home?

Dr. Hays, We have referred this matter to the National Academy
of Sciences. There seems to be a difference of opinion as to our action
in this regard based in part upon the types of compounds, the chemis-
try of arsenic and its compounds. And in order to resolve this matter
we have referred it to the National Academy of Sciences.

Mr. Fountain. Now, you say there seems to be a difference of
opinion about it. Where is that difference of opinion ?

Dr. Hays. It lies principally, Mr. Chairman, in the type of com-
pound.

There is, first of all, a compound known as sodium arsenite. This is
in liquid form. The second compound involving arsenic is arsenic
trioxide in granular solid form. There is some question as to the de-
gree of toxieity as it relates to the arsenic trioxide as compared with
sodinm arsenite.

Mr. Fountain. The summary figures for human poisonings by ar-
senic trioxide shows 16 accidents and two suicides. Vietims, 39. So, the
arsenie trioxide, you had almost as many as you did in the other.

An then you have a listing of other arsenic compounds and arsenic
undetermined : 102 accidents; 108 vietims: seven fatalities, Inasmuch
as you made the decision on August 1, 1967, that those pesticides con-
taining more than specified percentages of arsenic compounds are
unsafe for use in and around the home, why has it taken so long to
make a final decision 2 What has happened in the meantime ?

Dr. Hays. I might say first of all that most of the produets contain-
ing sodinm arsenite have been removed from the market. The prinecipal
issue again is this matter of arsenie trioxide. We have had additional
data submitted to us by the registrant indieating that their evaluation
of the toxicity of this material is not, in their opinion, of the same
degree as we place upon it.

Therefore, they have submitted additional information, asking us to
review it. We have done it. ‘
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Mr. FounrtaiN. Yousay you have called upon the National Academy
of Sciences to make a study of the matter, Have you already made this
request or are these plans?

Dr. Havs. The letter has gone to the administration for transmittal
to the Academy.

Mr. Founrarn. It has not gone out yet ?

Dr. Hays. Ithasn’t been signed yet.

Mr. Founrain. Who is supposed to sign that ?

Dr. Havys, That would go to the Administrator.

Mr. Founrary. Who is the Administrator?

Dr. Irvine. Iam.

Mr. Founrain, If this is requested by USDA, who pays the cost?

Dr. Hays. We have a working relationship with the Academy
through the Advisory Center on Toxicology. The industry in this in-
stance didn’t request a hearing, and we took the initiative to ask the
Academy, through this agency, to make a review.

Mr. Founrain. So, you would pay the cost?

Dr. Havs. Yes, sir,

Mr. Fou~xraix. If the cancellation action were brought and the
manufacturers asked for a study by the National Academy, they
would pay the cost?

Mr. Bucy. They could be required if the Academy ruled contrary
to their contention,

Mr. Founrtaix. In other words, the manufacturer would pay it if
the study didn’t support that position?

Mr. Broy. Yes,

Mr. FouxraiN. The question is running through my mind as to
why USDA should assume the cost of the study under any of the
circumstances. Would you care to comment on that, Doctor?

Dr. Irvine. We go back to the fact that this whole operation we
are discussing today is supported by appropriations to the Depart-
ment of Agriculture, Pesticide Regulation Division. Some of this
money we spend in-house on staff we hire. We have the option to
procure advice and service through other means, through contract,
through grant, and throngh arrangement with a body like the Na-
tional Academy of Sciences.

I believe it is a legitimate use of our funds to seek such advice
where we feel we need it to arrive at a judgment.

Mr. Naveuron. This will benefit the manufacturer of the particu-
lar product involved, won’t it, in that you are assuming a cost that
had you taken cancellation action they would have to assume or might
have to?

Dr. Invine. To a certain extent, you are correct in this, if this were
the only point at issue. I think the question is: We want to learn.

Mr. Navenron, Do you have the kind of money that you can afford
to spend on tests which, if the manufacturer wants to keep this prod-
uct on the market, he himself can assume the responsibility for paying?

Dr. Irvine. No, sir, The instances in which we do that are very few
and far between. As I say, we do this when we feel this will add to
our total knowledge for disposition of, not only this case, but others.

Mr. Naveuron. How long will it take, approximately, for this
study ?
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Dr. Hays, We have asked them to give it their immediate attention.
I suspect it, will take no longer than 30 days.

Mr. Navenron. If they come back in with an adverse report in 30
days, where are you? How much closer to cancellation are you than
you are today ?

Dr. Hays. Of course, Mr. Naughton, this is the point at issue, and
we need to have this matter resolved before making final judgment.

Mr. Navenron. On August 1, 1967, you published and sent a notice
to manufacturers, formulators, distributors, and registrants of pesti-
cides containing sodium arsenite and arsenic trioxide, It said, in effect,
that products containing these substances have been involved in nu-
merous accidents involving children and domestic animals and that
experience has shown previous labeling requirements for produets con-
taining more than 2 percent of sodium arsenite or 114 percent arsenic
trioxide bearing directions for use around the home have not been
adequate to protect the publie.

Now, you indicated then that you were going to proceed to take
action to require limitation to those amounts, This was almost 2 years
ago. How much closer are you to getting these products off the market,
assuming your judgment in deciding they were too dangerons, is
upheld, than you were 2 years ago? Are you 1 day closer in terms of
procedure?

Dr. Hays. This is a matter where we still would ask the Academy
for advice.

Mr. Navenron. Why didn’t you ask it 2 years ago if you thonght
that was the proper step?

Dr. Hays. Largely on the basis that the manufacturer felt that they
had supporting data for their position and, in all fairness, we gave
them the opportunity to submit this data, to review it.

Mr. Naverron. What about the Aeroseal people? Did they have
supporting data? Did they contend their product was safe and you
were wrong?

Dr. Hays. They didn’t have any data.

Mr. Naveuron, Of course, they only had 4 days. I guess it would be
a little tough to accumulate any—please don’t regard me as crificizing
getting the Aeroseal product off the market. I am not. I am comparing
the action taken, which was aggressive and fantastieally swift, with
the record on arsenicals where you have an accident history,
where you decided yourselves 2 years ago this product was dangerous
for use around the home—I don’t know what you have been doing for
2 years, but you still, if you want to take this product off the market
after that study comes back, have to start all over again with the
procedure of cancellation

Dr. Hays. We are not taking the product off the market.

Mr. Naverron. For use around the home.

Dr. Havs. We are limiting its use. I think that is a little different
than the Aeroseal.

Mr. Naveuron. Youn want to get it where it won’t be poisoning
children ? '

Dr. Havys. That is correct. I think there is a difference between
limiting the uses and canceling a product in toto.

Mr. Navenrox. If this study comes in in 30 days and it is adverse,
to start off with you pay for it instead of the manufacturer. Then
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you have to go through all the procedures set forth in the cancellation
requirements all over again, don’t you? Don’t you have to give a 30-
day notice to the company of cancellation?

Dr. Hays. They will be given a final notice.

Mr. Navearon. The law provides they, as a matter of right under
this type of cancellation procedure, can request a study by the Acad-
emy. Suppose they request their own study by the Academy?

Dr. Hays. That is a matter I hadn’t considered.

Mr. Naverron. Are you sure you might not have to go through the
whole procedure again? If another adverse report comes in, it will be
another year and a half or 2 years. How many children do you sup-
pose have been poisoned by these arsenicals during the 2 years n which
you have been asking for the views of industry? Or I should say
probably the specific company, whichever one it is, that manufactures
this product?

Dr. Hays. We have no recent reports of any injuries.

Mr. Navenron. Of course, you don’t get reports, do you?

Dr. Invine. The company’s claim is, there have been none,

Mr. Navenron. So, do you take their word for it? Do you ask the
poison control centers ?

Mr. Fountary, What are your sources of information for accidents?

Dr. Invine. In all of these products, the burden is on the one who
presents a product for registration to present all the data necessary
to satisfy usso that we can register it. All of the data.

The source is the one who is requesting registration. Our considera-
tion of that data is in the light of all the published information avail-
able on compounds similar to the compound under question, used as
proposed, so that we rely on not only the registrant’s information, but
all the other available information mn order to make our judgment.

If there is a lack of information, the proponent of the product is
asked to produce additional information. That was done in this case,
too.

The Medical School of the University of Utah developed some of the
figures on arsenic that we are considering. They are at variance with
our own {I.ldg‘l‘ll(&!‘lt on the basis of published information on related
compounds. For that reason we are asking for a resolution of this ques-
tion by the National Academy of Sciences,

Mr. Founrarx, If a 6-year-old girl in my hometown got hold of
arsenic today and took it and was killed, is it likely that a report of
that death would reach you?

Dr. Irvine. I think it is highly likely.

Mr. Founrain. How would it get to you?

Dr. Irvixe. I think it would be reported in the locality, and those
types of reports we follow up on in our accident investigation surveys,
Mr. Fountary. Where would you get the report from ? :

Dr. Irvine. From all of the sources of information that pertain to the
case. The hospital, the doctors.

Mr. Naveuron. Do you have any arrangements with hospitals to
receive reports? You have no arrangements to receive reports from
hospitals, do you? :

Dr. Hays. Not directly.

We have, as we mentioned, the source of the Poison Control Center
in Washington.
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Mr. NavaaTON, But you don’t utilize that data.

Dr. Hays. We made a very thorough study of the records of arsenic
with the Poison Control Center.

Mr. Navenron. What do they show ?

Dr. Havys. Then we made our own investigations from correspond-
ence and any reports we received. We have also made a survey of some
of the State hospitals, and we have also met on numerous occasions
with the State pesticide control officials. And we have written to many
of the officials for reports of any accidents associated with arsenic.
So, we have covered almost all of the 50 States through the State
officials.

Mr. Myrrs. Dr. Hays, all of those steps you just deseribed, weren’t
they taken some time ago for purposes of getting your August 1967
release published ?

Dr. Havs. Yes.

Mr. Myers. In other words, during 1968 and so far in 1969 you
haven't been updating your arsenical accident history, have you?

Dr. Havs. We asked every one of these State officials to——

Mr. Myers. For instance, the poison control centers, all the sources,
the hospitals, the doctors? The information we obtained from your
files show accidents on arsenicals stopping at 1967.

Dr. Havs. No, T think we have sent a representative to the Poison
(lontrol Center to look at the records.

(The Pesticides Regulation Division subsequently submitted the
following additional statement :)

The Division has been updating the arsenical accident history through 1968
and into 1969.

Periodically we have received reports of pesticide accident investigations from
the Plant Pest Control Division and our field staff. Our records show that 16
accidents involving arsenicals have been investigated since 1967, Seven of these
aceidents involved 21 humans of which eight died. None of the arsenical products
involved were for home use.

We have obtained additional information from the Poison Control Division,
Office of Safety, Food and Drug Administration. Since the beginning of 1968, we
have received a report of one aceidental fatality involving an arsenic poisoning.
Additionally, there were three suicidal fatalities,

In addition, we have reviewed the 1968 Poison Control records for nonfatal
aceidents. The number of reported accidents due to arsenie is complieated by the
fact that the product is not specifically identified and too many cases were
judged solely on the basis of symptoms and product name.

(Nore.—Further inquiry by the subcommittee disclosed that more
than 300 poisonings potentially involving arsenicals were re ported to
the Poison Control Division during 1968. The subcommittee inquiry
also disclosed that PRD representatives did not visit the Poison Con-
trol Center to obtain the information on which the above statement
was based until July 7, 2 weeks after the subcommittee hearing.)

Mr. Myers. Was that the information submitted to Dr. Done in
Utah for his purposes?

Dr. Hays. No, sir.

Mr. Myers. In other words, you have 1967 through 1969 arsenieal
poisonings throughout the country ?

Dr. Hays. T don’t know that we have the reported cases. I said that
we have asked every State official to alert us to any recorded mmr\
or accident associafed not just with arsenie, but with all pesticides.

Mr. Founrtain. Who are the State officials?
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Dr. Hays. There are State officials in every one of the States known
as the State pesticide control officials. There is the Association of
American Pesticide Control Officials. We meet with these people an-
nually, We have met with them throughout the country at our regional
meetings to which all of the officials ‘have been inv ited to lmtmp.lte
in our activity. Aceident is a major part of our review; there experience
within the States.

Mr. Navearon. All that information is included in the 152 reports
that you received in 1968 that you thought were fairly complete and
working ver y well, wasn't it ?

Dr. Havs. Yes.

Mr. Naveuron. By comparison, it turns out to be only a very small
fraction of the actual number of accidents that oceurred. You are not
still contending that you really have a good accident reporting system,
are you/?

Dr. ITays. I am sure, Mr. Nanghton, there is plenty of room for
improvement.

Mr. Navearon. You would be willing to recognize there could be a
number of arsenic poisoning cases you wounldn’t hear about?

Dr. Havs. Yes, and we are making every effort to try to improve
this matter of accident reporting.

Mr. Navenron. How long will it take? Can we assume that if
nlli(lih[’l i)[“(llll t "!l]f'}l 0ns dI“\(']l][' or more (l lllt"t’l‘l““\ cCoIes |[[) tomorrow
and you get an accident history on it that you will publish a notice
and 2 years later you will still be talking to the company about infor-
mation ? If they aren’t able to satisfy you, you will pay for a study that
might help them out of their problem. Why all this solicitude for the
company ¢ Why not simply send them a notice of cancellation and if
they can prove their product is safe, all right.

If they can't, get it off the market around the homes. The burden of
proof is on them, isn’t it? Why are you assuming it ?

Dr. Hays. I can say we shall do L'\(‘.l:.l]lillp_‘ possible to expedite
this matter.

Mr. Fouxraix. Dr. Irving, I think he is asking you a good question.

Dr. Baviey, There is a difference here between this and some of the
others. A medical school has provided additional data which raises a
question regarding the differences between these products in terms
of their safety orlack of safety.

Mr. Fountain. You mean there is some question about whether or
not arsenic trioxide is safe ?

Dr. Bayrey. Or not safe. They have raised the question with addi-
tional data that it is a safe product.

Mr. Founraiy. What kind of data can they submit to show this is
safe around the home?

Dr. Bayrey. Data with animals. Toxicological data. It is this issue
that we are frying to resolve through the National Academy. In this
case, it isn’t just a professional opinion. There has been data provided.
We believe the medical school’s infm'nmtinn should be respected.

Mr. Navenrox. Can you explain to me the difference in treatment
of the two comp: anies here ? With the Aeroseal company you had doubts
and in 4 days took action to get that product off the market in terms
of imminent hazards.

You don’t have doubts about the arsenicals. You have an accident
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history. You may have a lingering doubt that maybe an exception
could be made for this product. It’s been 2 years.

When did they submit this information that caused you to have
some doubt that maybe it's not as dangerous as some of the others?

Dr. Hays. About July of 1968.

Mr. Naverron. All right. That's a year ago.

Dr. Bayvey. They submitted some more this spring.

Dr. Hays. Following this there were

Mr. Navearon. And I'm sure they will be happy to keep on sub-
mitting information indefinitely as long as it will keep their product
on the market. Hasn’t that oceurred to you ?

Dr. Hays. I'm sure there will come a point

Mr. Navearon. How many more poisonings of children will it take ?

Dr. Hays. We would hope none.

Mr. Navemron. But you are willing to take the chance.

Dr. Trvine. Since we are talking about the poison control center, and
we on this side of the table have been talking loosely in numbers, I
think this might be a point to insert some figures from the poison con-
trol center report of November 22, 1968, which has the number of
deaths due to accidental poisoning by types of solid and liquid sub-
stances, people of all ages in the United States, 1957 to 1966.

The number of deaths due to accidental poisoning from arsenic and
antimony compounds, which includes more than arsenic and it is
not broken down, varies annually from a low of 23 to a high of 39.

I cite that to give us a point of reference from the records of the
poison eontrol center.

Mr. FounTtain, Is there anything else in the report that might be
helpful ?

Mr. Navenron. That is the number of reports they have. They don't
feel their data is complete, do they? They indicated they get one out
of every eight or 10 reports. Probably higher on fatalities.

Dr. Irvine. That would be for them to define. I'm not privy to
the system by which they collect their data. I am simply reading from
their report, which is not qualified.

Mr. Navenron. You indicated some of these products have been
removed from the market. Those were removed voluntarily by the
manufacturers, weren’t they ?

Dr. Hays. Yes.

Mr. Navearon. How many companies are there that still want to
market these products? Anybody besides the Pax Co.?

Mr. Avrrorp. There is one other company that expressed an interest
in continuing marketing.

Mr, Navenarox. If Pax could keep theirs, the other company wants
toride along with them ?

Mr. Arrorp. They want to regardless of that.

Mr. Navenron. If you can’t get the action resolved on something
with an accident history like this in 2 years’ time, as a matter of fact
you haven't even gotten the process started in 2 years’ time, what hope
is there to expect that you will ever be able to get any registrations
canceled ? '

Dr. Hays. I think our record on cancellations of materials is good
hope that we will move forward and if the report of this committee
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is contrary, or supports the proposition I'm sure it will be canceled
immediately.

Mr. NaverTow. I can reasonably predict the committee will not look
favorably at the 2-year delay in this.

Now, you indicated that the Pax people claim that their product
does not cause accidents?

Dr. Hays. That’s correct.

Mr. Naveuron. But you did find accidents attributable to that
product, did you not.? y

Dr. Hays. Yes. We think that there are reports of the Poison Con-
trol Center that are accurate, although again, in these reports it is
difficult to precisely identify the specific product.

Mr. Navenron. Well, let me read from a letter of March 18, 1969,
which you sent, or your name is signed to it, to the Pax Co.

Quoting from it, you are telling the Pax Co. that :

Our action to restriet these uses was based on the record of accidents involving
such products. The products manufactured by the Pax Co. were involved in a
number of accidental ingestions. Although none of those reported resulted in
fatalities, we cannot disregard them as being insignificant.

Now, Dr. Irving, are you going to approve the payment for a study
by the National Academy of Sciences for the benefit, as I see it, of the
Pax Co. from the taxpayers’ funds, or will you go through the can-
cellation procedures and let them pay for it if they want it? Unless
it comes out in their favor.,

Dr. Irvine. I believe, subject to correction by someone who knows
definitely if it's different, that this is a continuing service of the Na-
tional Academy of Sciences that we draw upon as needed. This was
an instance of one of those needs. We avail ourselves of this on a con-
tinuing basis. I don’t know what it does cost, but we can get that figure
for you.

Mr. Naveuron. What other company have you ever done this for?

Dr. Hays. This is the first one.

Mr. NavenToN. So it’s not a continuing basis to pay for this type
of thing, where the benefit is obviously to that of an individual com-
pany which wants to keep its product on the market.

Haven't they had long enough already, without being even sub-
jected to cancellation procedures? What do you think the hearing
procedures provided for in the cancellation law are for?

In other words, there is a procedure that is set up. You send a 30-
day notice. The company sends in any information which would tend
to show differently. They can ask for a hearing and have a full chance
to put their story in the record. They can ask for a study by the
National Academy of Science—they might have to pay for it if it
doesn’t support their position, but if the recommendation of that
committee is that this product is safe, the Secretary can use that,
he can decide, after going through these procedures that this product
is safe.

But why leave it hanging for 2 years without even starting? Do
you have any response to that question ? )

Mr. Founrain. It's sort of the same question which you have been
asking, which they haven’t been able to——
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Dr. Invine. I think it’s relatively different, to look back in perspec-
tive on the things we have done in this particular instance, and to
experience the situation as it unfolded.

We always hope in these situations that the next piece of data we
get will be convineing—there will be no question in our mind about it.
That often occurs.

The history of an application requires frequent going back to the
manufacturer to supply additional information. Often the process
takes a matter of weeks, but we eventually do get the information
that convinces us.

We are reasonably confident that we can secure information from
various sources that will permit us to come to a judgment. In this
case, this has not been true, right up to the present time.

Now that we have the information supplied by the manufacturer,
supported by information coming out of the U niversity of Utah Medi-
cal School, 1t differs with our .|11(I.(_rm(’m. But it’s an honest difference
of judgment, between scientists, theirs and our own scientists.

We figure at this stage, the way to do this is get it submitted to an
lnlpdlh al j |m\ of experts to give us an answer on this as a matter of
principle. It wonld apply not only to Pax but to anybody else from
then on who makes application to use these things in excess of the
2-percent tolerance we have established.

Mr. NaveaToN. Are you suggesting that anybody who has a can-
cellation proceeding from now on, where it’s a question of safety, you
will not bring any « cancellation action at all, until you have arranged
for and paid fora study at the National Academy of Sciences?

Dr. Irving. No,sir.

Mr. Navearon. Why did Congress enact that law?

Dr. Irvine. The answer to your question is “No.” Only in those
basic cases where we are unable to come to a conclusion ourselves.

As we indieated, this is the first we know of—at this table—where
we availed ourselves of that.

Mr. Navenron. Your personal conclusion was that this was not
safe, wasn’t it.?

Dr. Irving. Yes, sir.

Mr. NaveuTon. That was made a long time ago?

Dr, Irving. Yes, sir.

Mr. Navenron. Have you changed your opinion since?

Dr. Irving. We are willing to change our opinion, if there is a body
of information brought to us by the National Academy of Sciences
which causes us to r-]mnﬂf' our opinion.

Mr. NaveaTON. Why not 2o through the regular procedure and let
the company prove it’s safe if they can?

Mr. FounraiN. Well, we will finish up with that with one or two
more questions.

The Publice Iloallh Service endorsed your decision;: did they not?

Dr, Hays. Yes.

Mr. Founrain. I believe it was by a letter dated December 15, 1967,
This was several months after you made the decision.

You, Dr. Hays, got a letter from Dr. Harris, Chief of the Registra-
tion Section, Pesticides Program ; they submitted their comments and
saild in the immediate jldhl,f_"i.l[)!l.
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It is our considered opinion that this proposed interpretation should be revised
to include all concentrations of these arsenicals and not be restricted to con-
centrations above 2 percent. We see no evidence that produets containing 2
percent or less of these chemicals wounld be safe. On the contrary, we estimate
that it would be possible for a 30 pound child to consume many times the lethal
quantity of a product containing 2 percent of sodinm arsenic.

The second objection is the apparent lack of evidence that these products are
necessary for the control of household ingects, We base this on discussions we had
with research people in the U.S. Department of Agriculture and also with experts
in the Pesticides Regulation Division. We are reminded of an adwmonition in
the President’s Science Advisory Committee report with regard to the registra-
tion of hazardous products which states in part: “As a corollary fo cautious
registration of new pesticides, more hazardous compounds might well be removed
from the market when equally effective and less hazardous substitntes are found.
The panel helieves that it is necessary to modify the use of some especially hazard-
ous and persistent materials now registered.”

We would be most happy to discuss with you in more detail our opposition Lo
continned registrition of these hazardous products that ave to be used and stored
:}!’um'ul “ll"]J(lII]l'. as well as other similar produets not included in this proposed
interpretation,

Did you have discussions with Dr. Harris or anyone else in the
pesticides program, registration section of the pesticides program of
the Department of Health, concerning this subject ?

Dr. Hays. I don't know that I had.

Mr. Fountars. After the date of this letter?

Dr. Hays. No.

Mr. Fountaix Anyone else here?

Dr. Hays. The only reference I recall, Mr. Chairman, was a letter
to the Public Health Service asking to reaffirm their position in regard
to this objection.

We have received a response to that letter, saying that they would,
if T recall correctly, they would like to review the data that was sub-
mitted by the Pax Co., and perhaps wish to comment on it further.

We have not received any further comment as yet. That was a letter
about a month ago.

Mr. Myers. This information that you have been referring to that
you received from Pax, when did you receive new data, data subse-
quent to let’s say, July 19687 The data you are referring to we know
was received during 1969. I believe in Janunary, March, and April of
1969.

It involved certain information supplied to PRD from the medical
school at Utah, is that right ?

Dr. Hays. Was that in 19697 1 don’t have these dates.

Mr. Myers. We are supplied with three pieces of information. On
January 3, 1969, March 4, 1969, and April 7, 1969.

Dr. Hays. That is correct.

Mr. Myers. The notice in the Federal Register was published in
July 1968 and was to become effective within 90 days. That was pub-
lished in July 1968, subsequent to the August 1967 release, which had
already been discussed here.

The July 1968 release was done after reviews and evaluations of
comments from industry and anyone else who wished to comment.

There was an extension of that 90-day period rather than permitting
the July 1968 release to become effective and T was wondering what
information was received by ARS between July 1968 when they ex-
tended the notice in the Federal Register rather than permifting it to
become effective, which got us
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Dr. Havs. T don’t recall precisely the extent of the data submitted
in that period with the exception of a review of their experiences with
the marketing of their product in several States.

Mr. Myers. Doctor lI ays, was any new data supplied during that
period ! Any data you hadn’t seen prior to July 1968 ¢

Dr. Hays. I am not sure whether that data which was submitted
in 1968 was exactly the same as that submitted earlier.

Mr. Myzrs. Would anyone know here today? Mr. Alford, perhaps?
Anyone directly involved in these files?

Mr. Avrorp. No; I can’t answer that.

Mr. Myers. Could we ask for any data that was new that could be
supplied for the record between July and October 19687

Mr. Founrarx. Will you supply the subcommittee with that data?
Any new data?

Dr. Havys. Yes.

(The subcommittee was subsequently advised that the only data
submitted between July 1968 and October 1968 was essentially the
same as that previously submitted.)

Dr. Trvine. Mr. Chairman, may I add something here? In the ref-
erences made earlier to cancellations, we have been talking about rela-
tively few products here in detail today. T have here the annual report
of the Pesticide Regulation Division ending June 1968. It is similar
to the annual report which will be issued soon covering the period up
to this June 30. Tt shows that our annual workload is 37.402 total
applications processed; new products registered are 4,666 labeling
amendments or revisions accepted, 10,961 ; products canceled, 16.376.

Mr. Fouxtary. How much personnel do you have in this particular
area?

Dr. Irvixe. In the total division, about 250 personnel.

Dr. Havs. 125 in the Washington area.

Dr. Irvina. Concerned with registration, That was the chairman’s
question.

Dr. Havys. Total of around 50 people which is

Mr. Fouxrary. How many applications for registration can one
man process in a day ?

Dr. Hays, That is difficult to——

Mr. FouxTain. On an average.

Dr. Hays. Mr. Alford, do you have any idea ?

Myr. Founrain. I realize it will be an approximation.

Mr. Avrorp. The principal applications are new uses which require
data review or additional products which are already supported. So,
if it is an additional product which is already supported, the average
reviewer can do from 15 to 25 per day.

If it requires data review of course it may take a number of days
on one application, or it may be less.

Dr. Havys. If it involves a petition, Mr. Chairman, I personally
spend 12 to 14 hours reviewing a single petition.

Mr. Founrain. Mrs. Dwyer?

Mrs. Dwyer. No questions.

Mr. Founrarn. Mr. Copenhaver?

Mr, Copenmaver. No questions.

Mr. NavenToN. A question has been raised with us by some of the
people who are interested in pyrethrums, which they contend are
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harmless and safe to eat and quite as nontoxic as any pesticide can
get. Is it true that pyrethrums are, as these things go, much safer than
most other pesticides?

Dr. Hays. It all depends on what you mean by safe.

Mr. NavenuTon. I don’t think any of them are safe.

Dr. Hays. That is right.

Mr. NaveuToN. But relatively less dangerous. Put it that way.

Dr. Hays. All right.

Mr. Naventon. Now, their particular concern is that apparently
under present regulations pesticides for which the active ingredient is
essentially pyrethrums and other substances which are not in them-
selves toxic have been allowed to carry the label deseription nontoxic
to humans and pets and it is their belief this is a great help in sales
of products containing pyrethrums.

Their consumer surveys show the housewives don’t know what
pyrethrums mean but know what nontoxic means and this perhaps is
the major single element which goes into their choice.

They are concerned because under a proposed revision of terms to
be used on labels, apparently the term nontoxic will be eliminated and
that any substance which has a toxicity range of LLD-50 on up to
infinity or the highest range that you would get would all be classed
together.

They claim there is merit in promoting or at least allowing the
use of pyrethrums, if they are safer or less dangerous than the other
pesticides, to be promoted through some labeling which will at least
segregate it or separate it from relatively much more dangerous
pesticides?

Dr. Hays, Well, Mr. Naughton, in the first place if we are thinking
in terms of lethality of a product, then I would agree that pyrethrum
is certainly of a lesser toxicity than other pesticides. On the other
hand, as a toxicologist, we are thinking of other effects of pesticides,
or any chemical, any drug. )

Then such a definition would have no meaning. I don’t know of any
chemical that can’t and doesn’t produce some physiological effect.

If you look at the publications in the area of pharmacology and
toxicology, we look at it as any effect produced by a chemical is an
adverse effect, or a physiological one.

Now, as I listened to the discussions this morning, it would seem
to me that your concern and ours is one of protecting the public and
1t is my belief that all economie poisons should have some precaution-
ary statement,

L cannot subseribe to a term, “nontoxic to humans and pets,” when,
indeed, there is an established LD-50 for pyrethrum that is evident
in itself, that it cannot be classified as nontoxic. It is a toxic compound.

For many years pyrethrum had produced adverse effects among
the human population in what we term as allergenic response. It had
a high degree of allergenicity. :

This, Mr. Chairman, is a manifestation of toxicity. For this reason
it seems to me that if there is a certain segment of the population that
is sensifive to pyrethrums we can no longer condone the use of the
words “nontoxic to humans and pets.”
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So, in the interpretation 18 we have felt the need to have an open
end in the category 3 that would require at least some precautionary
statement for all economie poisons.

Mr. Naverron. What is the LLD-50 for pyrethrums; I have been told
it is 16 to 20,000, Does that sound right ?

Dr. Hays. No. I don’t recall what it is but T am sure it is not that.

Mr. Naveuron. Just to give you food for thought, their contention
and complaint is that pyrethrums are relatively very expensive sub-
stances. I think it was $40 or $50 a pound—per hundred weight, may-
be—but anyway a hundred times more expensive than DDT and other
types of pesticides which pyrethrum people claim are much less de-
sirable and more dangerous.

They are much concerned that if all compounds in a very wide
range, some of which may be much more hazardous than others, all
have to be labeled slightly toxic that they then lose any sales advan-
tage whereby they are able to promote their product as less dangerous
than others and this is likely to cause, in their view, a switch of peo-
ple from pyrethrum to what they call more dangerous pesticides.

Now, regardless of whether or not the word “nontoxic” is used,
would you subseribe to the idea that if a particular pesticide is estab-
lished to be less dangerous, less hazardous than others, that they ought
to be able to put something on the label which would indicate that rela-
tively, if the housewife is looking for the safest produet to buy to kill
insects with, that this is it, still warning that here is danger associated
with any insecticide.

Dr. Fays. Of course pyrethrum has limited usage. It doesn’t con-
trol and eradicate all pests. It has an extremely limited nsage.

What about all of the other materials that are necessary for control
of other insects?

Now, my responsibility is in safety and effectiveness and not in sales.
I have not subscribed to the idea that such a term really has much
to do with sales anyway.

Mr. Naveuron. Well, T would be happy to supply you with a copy
of their marketing report. I don’t believe it is confidential. It isn’ now.

Dr. Hays. The second point T wish to make is that such a term, Mr.
Chairman, only encourages misuse. Here is a product, plain as can be,
nontoxic to humans and pets. Therefore, you need not take any precau-
tions whatsoever. There it says nontoxic.

I simply can’t subscribe to that. As a matter of fact, we had this
problem posed to us on the continuous vaporizers of pyrethrum, and
we had long diseussions with the manufacturer of this particular type
of material and they finally agreed that this is not a good term and
agreed to change it to what I believe is more of a true scientific evalua-
tion that it is of minimal toxicity to humans.

I believe I can truly, as a scientist, defend that term, “minimal tox-
icity,” but surely not, “nontoxic.” That term appears on pyrethrum dis-
pensers “minimal toxicity to humans and pets.”

It hasn’t hurt their sales apparently, though that was one of their
original arguments. Now, they have no reason to say that because you
reguired this our sales have gone down. That. has not been the case.

So, I think if we want to give the public adequate protection we
ought not to encourage nor condone misuse by mislabeling.
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Mr. Navenrox. I don’t suggest that all appropriate warnings should
not appear.

Dr. Bayley, in view of your testimony before the Senate about tak-
ing the more dangerous compounds off the market, when equally ef-
fective substitutes are available, would you subscribe to the idea that
if there are significant safety advantages and less hazard in products
that the labeling ought to tell the housewife just what she is facing
and if there are advantages in a product in terms of safety that they
should be allowed to get some distinetion on there to let the housewife
make an informed choice.

Dr. Bayeey. I think Dr. Hays' statement is very excellent in this
regard. We shouldn’t in any case get ourselves in a position of saying
that this is harmless when 1t is not harmless. We should be very care-
ful here that, in the effort to increase the usage of the less-hazardous
pesticides that we don’t oversell them or give the housewife, or the
user, any reason to believe that these are completely safe products.
That is the position Dr. Hays is taking and I commend him for it.

Mr. Naverron. I am only suggesting if there really is a safety ad-
vantage that the manufacturers of the less-dangerous product should
be able to use that as a sales pitch in the hope that it will displace more
dangerous products.

Dr. Bavyiey. But the whole point is we should use the very words
you used yourself, “less dangerous,” not “without danger.”

Mr. Navenron. I would go along with that.

Dr. Irvine. I think there is a point here I would like to make. Maybe
this will restimulate further discussion. I hesitate to make it because
of that, but let’s hope it doesn’t.

We are comparing the word “safety” and I think it is incorrect and
misleading to do so. We register product A, and if it is nsed as di-
rected, it is safe.

Product B, we register and used as directed ; it too is safe. But they
may be different products. Product A may be a chlorinated hydro.
carbon and product B may be pyrethrum.

All we are trying to say is that you have a wider latitude for mis-
use of produet B than of product A. Under the terms of registration,
used as directed on the label, both produects are safe and as used, one
is no more safe than the other.

Mr. Naveurox. Is the Secretary fully informed on the arsenical
situation?

Dr. Baviey. Yes, sir.

Mr. Naveuron. We would be happy to make a copy of the tran-
seript available for his examination.

Mr. Bayrey. I am sure he is informed on this,

Mr. Navearon. We had some discussion at our previous hear-
1] fr—r ~

Mr. Founxtain. Before yon start, we have the Food and Drug
representatives still over here.

Mr. Navenrtox. We had some discussion at the last hearing with
respect to certain possible conflict of interest questions involved in the
appointment of Dr. Hansberry, a scientist with the Shell Chemical
Corp. or one of its affiliates, to the task force headed by Dr. Hays
in 1966. Now we find that there are minutes for only one of the meet-
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ings of the task foree. Is it customary not to keep minutes when you
have an industry representative on such a task force?

Dr. Trvine. This task force was a group brought together to advise
ARS on the operations of its Pesticides Regulation Division, The
task force consisted of people from within the Department, some
ARS, some not, and three people from outside the Department who
were employed as consultants for the purpose of cooperating in this
study and advise ARS with respect to its Pesticide Regulation Divi-
sion. Under those circumstances we don’t normally keep minutes.

Mr. Navearon. Mr. Bucy, may I ask: I have been having some
problem determining what the regulations are, but in order to avoid
delaying the proceedings now, could you furnish for the record an
analysis of the legal situation involved and your judement or the
judgment of the appropriate persons of the Department as to whether
minutes should have been kept or should not have been kept in ac-
cordance with either regulations or policy of the Department ?

Mr. Buoy. Surely.

(Nore—The subcommittee was subsequently advised by the Depart-
ment, of Agrieulture that, in view of possible conflict-of-interest ques-
tions, the matter involving service of Dr., Hansberry on the task force
is being referred to the Department of Justice. The subcommittee was
further advised that a review of administrative policies and proce-
dures involved will be made and a further report. provided to the
subcommittee at a later date.)

Mr. NaveaTon. Minutes were kept for the first meeting. Mr, Al-
ford, is it accurate that you kept those minutes?

Mr. Avrorp. Yes.

Mr. Navenrox. Why were you keeping minutes for the first meet-
ing?

Mr. Arrorp. T was instructed to serve as secret ary for that meeting.

Mr. Navenrox. Who appointed you to serve as secretary ?

Mr. Arrorp. T received the first notice through a memorandum to
the Division from the Deputy Administrator.

Mr. Navenron. Was the appointment made by the Secretary?

Mr. Avrorn. It was announced along with the announcement of
the appointment to the committee.

Mr. NavenToxn. And that was announced by the Secretary’s office?

Mr. Arrorp. T believe so.

Dr. Trvine. Yes, it was.

Mr. NaveuTon. You were the executive secret ary. And a part of your
responsibility as such, as you interpreted it, was to keep minutes?

Mr. Arrorp. Yes.

Mr. Navenron. Now, at the first meeting did you raise a question as
to a possible conflict-of-interest question arising with respect to access
to confidential information on the part of Dr. Hansberry ?

Mr. Arror. I pointed out that there are restrictions in the law and
that, since Dr. Hansberry was an industry man, that should be clearly
understood.

Mr. Naverrox. What response did yon get?

Mr. Avrorn. Well, I was assured that it was clearly understood, that
Dr. Hansberry understood the restrictions of the law as well as every-
body else.

Mr. NaveaTox. Who assured you of that ?




115

Mr. Arrorp. Dr. Hansberry, for one. Dr. Hansberry assured the
group he did understand these restrictions in the law.

Mr. Navearon. Was any order issued to your knowledge that spe-
cifically stated that Dr. Hansberry was not to have access to confiden-
tial information ?

Mr. Avrorp. Not to my knowledge.

Mr. Navenron, Was ‘there to anyone else’s knowledge ?

Dr. Havys. Yes, sir. I made it very clear in one of our meetings that
this was as stated at the first meeting regarding the confidentiality of
certain types of the material, and I expec ted every member of the com-
mittee to respect it.

Mr, Navenron. Did you see that the employees who had custody of
confidential information were so notified ?

Dr. Hays. Ididn’ 't notify the Division personally.

Mr. Naverron. There 1s no written (llo( ument reflecting the notice
that was given?

Dr. Hays. No, sir.

Mr. NaveaToN. You kept minutes only for the first meeting. Why
didn’t you keep minutes for the subsequent meetings? There were some,
weren't there?

Mr. Avrorp. At the second series of meetings, I was advised it
wouldn’t be necessary to serve as secretary.

Mr. NavenroN. Who advised you ?

Mr. Avrorp. Dr. Hays, chairman of the committee.

Mr. NavaaToN. The last thing that oceurred according to the minutes
of the first meeting was that you raised this question about access to
confidential records by Dr. Hansberry. Thereafter, you were told that
your services would no longer be required.

Mr. Avrorp. I was not told that at the time. I was told that at the
beginning of the second series of meetings,

Mr. Navenron. You came to the second series of meetings prepared
to take notes?

Mr. Avrorp. Yes.

Mr. Naveuaron. Dr. Hays told you in effect to go on back to whatever
you had been doing before, that you were not wanted at the meeting?

Mr. Arrorp. He told me it wouldn't be necessary for me to attend the
meeting.

Mr. Navcaron. Did you interpret that as leaving you any choice as
to whether it was optional with you to stay or that you simply were not
wanted ?

Mz, Avrorp. Well, T wasn’t needed.

No, I didn’t interpret it as having any choice.

Mr. NaveuTon. Did you make any comment to Dr. Hays as to the
fact that no minutes might be kept if you were not there?

Mzr. Arrorp. No.

Mr. Navearon. Dr. Hays, why did you decide that Mr. Alford
should not keep minutes of subq-r!nent meetings?

Dr. Hays. Mr. Chairman, Mr. Naughton, when we met for the first
time and after having rev iewed tht- th‘l‘l u'(u, to the committee to carry
out its responsibilities in this lepw, it became immediately apparent
that we would have to approach this entire problem a little differently
than I presume many of the members thought we would. As chairman
of the committee, I wanted to have free and open discussions. Mr, Al-
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ford was a member of the Pesticides Regulation Division. He was in-
timately associated with the registration process. My request had no
reflection whatsoever on Mr. Alford’s integrity. It was done in good
faith to try and create an atmosphere whereby all of us could review
all of the aspects of the Division without any personal attack on Mr.
Alford or anyone else. Therefore, it seemed to me that it would be
better not to have a member of the Division at the discussions.

I assumed all responsibility for this. It was my request. I think
it did create a better atmosphere for thorough discussions.

Dr. Bayrey. It is important for the record here that Dr. Hays was
not a member of the Department of Agriculture at that time.

Dr. Irving, And also to supplement what Dr. Hays said, his action
in relieving Mr. Alford of his responsibilities on the committee was
concurred in by Dr. Anderson at that time.

Mr. Navenron. Dr. Anderson, did you seek to make any alternative
arrangements for minutes to be kept.?

Dr. Axperson. No, sir,

In talking to Dr. Hays, he was of the opinion that the committee
could operate effectively through notes being kept by the chairman and
by the chairman of the subgroups that were established to function.

Mr. Fouxrtamn. Did you keep some notes?

Dr. Havys. Yes, sir.

Mr. Naverron. Who was responsible for elearing the appointment
of Dr. Hansberry from a conflict-of-interest standpoint ?

Dr. Axpersox. Dr. Hansberry, like all other consultants to the De-
partment, is required to fill out a conflict-of-interest form. form 68,
it was reviewed by the personnel people of the Agricultural Research
Service, forwarded to the Department personnel office and it is
customary where they have raised a question to the propriety of the
statement, they forward it to the Office of General Counsel for their
evaluation.

Mr. Navenron, Was it forwarded to the Office of General Coungel ¢

Mr. Rem. We have no record that this particular case was for-
warded to the Office of General Counsel or that there was any par-
ticular concern or question concerning it. At this time the financial
interest form is not available so it is not possible for us to say what was
contained on the form but neither the Office of the Secretary nor the
Office of the General Counsel has a record that it was eleared specif-
ically with the Office of General Counsel at that time.

Mr. NaveuTox. I have a personnel form here apparently forwarded
to vour oflice by the Agricultural Research Service. It states that a
standard form 68, statement of employment and financial interest,
completed by Dr, Hansherry dated June 17, 1965, is attached. We have
been unable to locate that document. The personnel form states that,
“The Agricultural Research Service does not have or know of any
official business with the persons, firms, or institutions with which Dr.
Hansberry has other employment or financial interest as reported on
the SF 68 which might constitute a conflict of interest.” Now. how
many products does the Shell Chemical Corp. or its afliliates have reg-
istered as pesticides?

Mr. Avrorn. They have well over 100. T would have to check the
exact ficure,
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Mr. Nauvcnroxn, Is there anyone bigger than they are in this field,
Mr. Alford?

Mr. Avrorp. Yes.

Mr. Navanzox. They are one of the largest ?

M. Avrorp. They are a large company.

Mr. Navciron. Who made the determination in the Agricultural
Research Service that the fact that Shell had 100 products registered
was not sufficient basis for not utilizing Dr. Hansberry’s service on a
task force designed to review the registration process?

Dr. Irvineg, The situation, as I have since refreshed myself on this,
Mr. Naughton, was that Dr. Hansberry’s name came to our attention
because he had served on a National Academy of Sciences committee on
zero tolerance.

Mr. Naveuron. With Dr. Hays?

Dr. Irvine. Along with Dr. Hays. So that he was known from his
performance on that committee as being a competent and objective
individual and knowledgeable in this general area.

Dr. Hays suggested that Dr. Hansberry would be a good adjunet
to this committee because of the factors I just mentioned. The principal
reason for wanting a man of Dr. Hansberry’s competence was to
examine the procedures being used and the facilities and personnel
that were applying them at the several laboratories of the Pesticides
Regulation Division.

I think you will find the period in which he was actually employed
and paid by the Agricultural Research Service was 7 days. He was
hired, I think, as a consultant in about midyear 1965 and he went off the
rolls in January 1966.

His form 68, the conflict-of-interest statement required, is destroy-
able 2 years after the employee leaves the service and we assume that
that is what happened to the record

Mr. Navenron. Disposable. Whether that means destruction I am
not certain yet.

Who approved his service from a conflict-of-interest standpoint ?

Dr, Irvinag. As Dr. Anderson indicated, the Agricultural Research
Service. We among others, but principally our personnel division, has
responsibility for looking at these conflict-of-interest statements. They
had no reason to conclude there was any conflict of interest from the
report on form 68. Neither did the office of personnel to which it was
referred. So that 1 would suspeet there was no indication of need for
sending it to the Office of the General Counsel or to anyone else since
there was nothing apparent in it.

Mr. Navenron. Somebody made the statement that the Agrieultural
Research Services did not have or know of any official business of
persons, firms or institutions with which Dr. Hansberry has other
employment or financial interest as reported on his SF—G8 which might
constitute a conflict of interest. That 1s a conflict-of-interest clearance.
Who put that on there ? Somebody in the Agricultural Research Service
apparently did it or else conveyed the information so it was put down
in the personnel office.

Dr. Irviva. I don’t know, but I would suspect it was our personnel
division.

Mr. Navenron. Can you ascertain who did it and let the subcommit-
tee know?
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Dr. Irvine. Yes; we can. The records are nonexistent, as has already
been indicated, but—is there a signature on that form?

Mr. Navenaron. Max Reid’s signature is on it,

Dr. Irnvine. That is the Department Office of Personnel.

Mr. Navcnron. There was a prior clearance or recommendation for
clearance in the Agricultural Research Service apparently.

Dr. Irvine. That would be normal practice ; yes.

(Dr. Irving subsequently advised that he had been unable to find
out who had cleared the Hansberry appointment from a conflict-of-
interest standpoint on behalf of the Agrieultural Research Service.)

Mr. Navenrox. Was a part of the rationale for approving this the
fact that he was to work only on labs? Was it intended that he would
be reviewing the criteria used in registrations, working in the area of
registrations?

Dr. Irvine. I can't testify as to intent. T am just simply telling you
what he did.

Mr. Navearon. Are you sure that is what he did? What basis do
you have for making that statement ?

Dr. Irvina, I am assured by Dr. Hays that is what he did.

Mr. Navenron. Let me read from the sole existing minutes for this
task force—the one meeting for which minutes were kept. It states
here “the following subcommittees were appointed and asked to study
their particular areas as time would permit between now and the next

meeting .” The important one is No. 3, “subcommittee to re-

view criteria nsed in evaluating applications.” Listed in the member-
ship of that committee is T. Roy Hansberry. It says nothing about
reviewing labs. It says to review the criteria used in evaluating

applications.

Dr. Axperson. In reviewing criteria, it does not mean that they
would have access to confidential information. Criteria is the kinds of
things rather than observing actual material that was furnished.

Mr. Navenron. It doesn’t suggest they are out seeing if the lab
equipment is adequate either, does it.?

Dr. Axprrson. He had visited the labs on the west coast before com-
ing in on this visit. He visited three of the labs, San Francisco, New
York, and I believe Denver.

Mr. Navenrox. To conclude this, Mr. Buey, in connection with the
submission you will make on this, would you indicate whether or not
the Department feels there was any departure from established pro-
cedures or desirable procedures in eonnection with what happened in
this case and whether or not it would be likely the same type of thing
would happen in the future?

Mr. Booy. Yes.

(The subcommittee was subsequently advised that, in view of possi-
ble conflict-of-interest questions, the matter is beino referred to the
Department. of Justice. The subcommittee was further advised that a
review of the administrative procedures and actions involved will be
made by the Office of the Inspector General. A copy of eurrent USDA
rules and regulations relating to employee responsibilities and conduet
was also provided and is in the subcommittee files.)

Mr. Founramn. Doctor, before we let you go and start with the
representatives of the Food and Drug Administration, has your branch
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ever appeared before a congressional committee in connection with this
problem before, that you know of?

Dr. Irvine. 1 have no recollection of our appearing before another
committee in connection with this problem.

Dr. Axperson. You mean the problem under discussion today ? No,
sir.

Mr. Founrtain. Any questions?

Mrs. Dwyger. No questions.

Mr. Myers. I have one question. Dr. Hays, in testimony before the
subcommittee on May 7, there was much discussion you might recall,
about thallium products and at that time it was established for the
record that thallium registrations were canceled in August 1965.

There were questions involving whether or not there was ever a
recall action on thallium, whether or not warning to the public was
issued subsequent to August 1965.

I recall the answer to both of those was “No” at that time.

Has either action been taken since May 7, when we discussed this
last ?

Dr. Havys. There has been no recall action. As to whether there has
been any other notice than what I indicated in the original hearing,
it seems to me that in the information to be sent up to you—am I correct,
Mr. Alford, that there was a notice sent out in regard to thallium?

Mr. Anrorp. To the inspectors?

Dr. Havs. At the time of cancellation.

Mr. Arrorp. Yes, to the registrants.

Dr. Hays. I meant public information. Press releases.

Mr. Avrorb. I believe there was a press release, yes.

Dr. Hays. The reason I ask is that T may be in error on that state-
ment there had been no press releases. I think, in checking the records
since the hearing, that we did send you some information regarding the
press release.

Mr. Myxgs. That was the 1965 press release, was it not%

Dr. Havs. Yes, Mr. Myers.

Mr. Myers. The line of questioning in testimony of May 7 had to do
with the fact that thallium products were being found in 19687

Dr. Havs. Yes, sir.

Mr. MyEegs. The press release that was discussed at that time was
a warning to the public that the products apparently still are around
and still being purchased and available for sale.

So, once again, has a press release been issued to warn the public of
this situation since then

Dr. Hays. There has been no press release, but we have instructed
our inspectors to make a very careful survey in every part of the coun-
try in which they travel to make a special effort to determine if any
thallium is in the channels of trade.

Mr. Myzrs. I would like to establish for the record in this connection
that our review of the IBM runs at the Poison Control Center for a 10-
month period beginning January 1968 through October 1968—that was
the most recent available run they had in early Jume of this year—
showed 20 thallium poisonings in the first 10 months of 1968.

So, in addition to informing your inspectors, it might well be a good
idea, particularly in view of the discussion on May 7, to reconsider the
need for a warning to the public.
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Dr. Bayrey. Mr. Chairman, with your permission, I would like to
make a comment at the conclusion of this. As I mentioned earlier, I
came info this a few months ago, and have been reviewing the situation.
I believe that the record does show that since 1966 and since Dr. Hays’
appointment as Director, there has been progress in improving the
administration of FIFRA.

Nevertheless, it is obvious from my information, including the GAO
report and the two hearings I have attended here, that there is a real
need to accelerate this progress.

What T want to tell you is that T will pledge to you that T and the
Administrator of ARS will personally direct our attention to bring all
the resources of the Department to the assistance of the Pesticides
Regulatory Division in order to get this progress accelerated.

This applies not only to the matter of activities within the Depart-
ment itself, but our interdepartmental actions, involving other depart-
ments of the Government.

Mr. Founrtain, Thank you very much.

Dr. Invina, At the risk of saying “Me too.” T made almost identical
notes and would have said this if Dr. Bayley hadn’t said it.

Mr. Founrtaiy. We would like to make as many Christians as we can.
[Laughter. |

Thank you very much for coming up.

Mr. Goodrich, would you and your associates come up?

We have Mr. Duggan, Deputy Associate Commissioner for Com-
pliance and Dr. Harris, Chief of the Division of the Pesticide Regis-
tration and Mr., William Goodrich, almost an institution over here,
Assistant General Counsel to Food and Drugs and Environmental
Health Division.

Weare delighted to have you here.

I believe you have a statement, Mr. Duggan.

In the interest of time, if you will, we would appreciate your sum-
marizing it. We will put the full statement in the record.

STATEMENT OF REO E. DUGGAN, DEPUTY ASSOCIATE COMMIS-
SIONER FOR COMPLIANCE; ACCOMPANIED BY DR. T. H. HARRIS,
CHIEF, DIVISION OF PESTICIDE REGISTRATION; AND WILLIAM
W. GOODRICH, ASSISTANT GENERAL COUNSEL, F0OD, DRUGS,
AND DEVELOPMENTAL HEALTH DIVISION

Mr. Ducaan. Thank you, Mr. Chairman.

We will attempt to summarize the material we have.

As you know, the President’s Science Advisory Committee in 1963
recognized there was a need for greater coordination between the
various agencies concerned with pesticides and in its report recom-
mended that the three Departments, Agriculture, Interior, and Health,
Education, and Welfare, review and define their respective roles and
also recommended that the health functions relating to pesticides be
vested in HEW,

As a result of this, a memorandum agreement between the Depart-
ments was entered into in 1964 in order to effectively coordinate the
functions of the three Departments. The Public Health Service of the
Department of Health, Education, and Welfare was assigned a re-
sponsibility to review labels submitted to the Department of Agricul-
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ture and advise the USDA on health aspects associated with the use of
pesticide chemicals such as warnings against undue exposure to the
population, especially in household applications and to fieldworkers.

The Food and Druge Administration, of course, continued the review
of intended uses which might result in food contamination and the
establishment of safe tolerances. The agreement in general, calls for
exchange of information between the three Departments on the uses
of pesticides. Specifically, it requires the USDA to furnish the other
two Departments on a weekly basis a list of all proposals affecting
registration and requires HIEW to furnish a weekly listing on all
propesals aflect ing tolerances. :

Procedures and time limitations were specified for the lodged ob-
jections. When objections are lodged, 2 weeks are provided for depart-
mental representatives to reach agreement. If this fails, the matter is
to be referred to the Secretary of the Department responsible for the
final action in the situation and he is then responsible for making the
final determination.

The other Departments are also to receive advance notice of such
final determination. Those parts of the agreement affecting FDA were
followed satistactorily.

In July 1968, the function of reviewing such labels for matters
related to health were transferred to the FDA from the Communica-
ble Disease Center of the Public Health Serviece. After the assignment
of this responsibility to FDA, a task force was established to deter-
mine the most effective location of this program within FDA.

The conclusion was reached that the registration unit should be
within the Office of Product Safety recommended for establishment in
the Bureau of Medicine. This placement enables the unit to readily
utilize the medical expertise in that Bureau.

Since December of 1968 when the Division of Pesticide Registration
formally became an operating unit, we have been reviewing the ade-
quacy of the memorandum of agreement. After the transfer of the
label registration function to FDA, it was determined that the pre-
vailing philosophy had been that the PHS label review was purely
an advisory procedure and no formal checks were made to determine
whether the recommendations were heeded.

Since there had been no formal system established to insure that the
recommendations on the health aspects of label registration were being
accepted by USDA, in late January discussions were initiated to hold
a meeting of the Department representatives as set forth in the memo-
randum of agreement. This meeting was held on March 19, 1969.

Among the topies discussed were operational problems associated
with the agreement and the need to revise and update the agreement.
Among the decisions reached at the meeting was the establishment of
a monthly meeting of agency representatives to resolve differences
that may have arisen. This was to be carried on for several months
prior to undertaking a revision of the agreement.

USDA memorandum of June 17, 1969, notified FDA of the first
such meeting to be held on June 25. In February, FDA had suggested
to USDA that a monthly meeting might be valuable in meeting the
objectives of the agreement. '

Also in February, FDA wrote to USDA concerning the quarterly
reports and suggested that there be a category reflecting the actions




taken on the objections raised by the Department. No response has been
received.

There were two additional problems discussed at the March meeting.

Mr. Founrtain. Isthat February of this year?

Mr. Ducean. Yes, February of 1969.

The first of the additional problems discussed at the March 19 meet-
ing was the need for FDA to review the final printed labels where
recommendations for change had been made, and second, the need for
a clearer definition of the firm scientific evidence required by USDA to
support another Department’s objection.

FDA believes that the lack of scientific evidence is sometimes as im-
portant for consideration as positive evidence. The Division of Pesti-
cide Registration reviews about 300 pesticide labels and evaluates toxi-
cological data that are submitted for registration each week. Their
comments on the adequacy of the labeling and data are furnished the
Pesticide Registration Division in a weekly letter.

The objections are forwarded to the Department of Agriculture in
this weekly letter. During the period July 1, 1968, to June 1, 1969,
FDA filed 177 objections to registrations. However, we do not know
how many pesticide labels the Department of Agriculture has regis-
tered over the objections.

The primary responsibility for obtaining the proof of safety on res-
idue tolerances which are established under procedures discussed in
the more detailed statement is placed on the industry or on the firm
promoting the use of the pesticide chemicals.

FDA is responsible for the scientific judgment concerning the safety
of the tolerances.

In arriving at a decision that the proposal is safe, our scientists
use all available information in addition to that supplied in support
of the tolerance.

As of July 1, 1968, there were 3,115 tolerances or exemptions estab-
lished on 175 pesticide chemicals. After the tolerances have heen set,
there are surveillance activities to determine compliance with toler-
ances and sanctioned uses which includes inspectional investigations
in the growing fields and the analysis of preharvest and postharvest
samples.

There are information and educational activities to keep the grower
knowledgeable of our findings, be they good or bad. This assists the
grower in avoiding shipment of foods with illegal residues.

There are also control activities to remove hazardous foods from
consumption channels through State and Federal legal actions.

Finally, there are the total diet investigations which we use as an
index to the dietary intake of pesticide residues.

During the period of July 1, 1967, to June 30, 1968, the Food and
Drug Administration examined approximately 18,000 samples of food-
stuffs, both domestic and imported, resulting in 17 seizures. In addi-
tion, this is not in the statement, there were 29 detentions of imported
foods.

The vast majority of the samples examined contained no pesticide
residues or residues which were below the tolerance set under the pro-
cedures provided for in the act.

I have a listing of the seizures accomplished by FDA since 1965.
The total diet study which can be characterized as the final check on
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the tolerance system have shown, throughout 4 years of study, that
the dietary intake of pesticide chemicals is well below the acceptable
daily 1nuti\u established by the food and agricultural organizations
in the World Health Olgamf.atmn expert committees and below those
intake levels anticipated by our scientists when considering proposals
for tolerance.

(Nore—The list of seizures referred to by Mr. Duggan is in the
subcommittee files.)

Mr. Chairman, the staff requested we discuss our activities relating
to vapona, a chemical used to control such pests as fruit flies.

In reviewing the labeling for vapona insecticide resin strips, in
accord with the interdepartmental agreement in 1965 HEW objected
to the registration because of concern about the long continuous ex-
posure of individuals to vapors of DDVP and espec mlh the use in
houses where infants are exposed and in hospitals where ill and debili-
tated patients are housed.

In 1967 following discussions with USDA representatives and rep-
resentatives of the sponsor, the PHS decided to withdraw its objection
provided the label bear the statement, “Do not use in rooms continu-
ously occupied by infants or infirm individuals.”

Vapona is also the subject of four regulations promulgated by FDA
for use in or on foods. These tolerances were established on safety
data from feeding studies on laboratory animals over extended periods
of time. Judgments were made on the same basis as it used in setting
other tolerances for food. We believe the food tolerances are sound.
There is possible risk in translating the results from animal feeding
studies to probable effect of inhaled poison. Inhalation is not com-
parable to oral ingestion. When you eat poisons, there are protective
mechanisms, lhm may be destroyed or not absorbed in the gut or
detoxified in the liver. Poisons inhaled in the lungs go directly into the
bloodstream, thus escaping those protective mechanisms,

Whether the original objection to registration of vapona strips in
1965 should have been withdrawn in 1967 is a matter that the Commis-
gioner’s office has decided must be reviewed. The review will cover its
1se in any places. The review will be completed and a decision reached
by July 31, 1969.

Your staff has asked specifically what we plan to do about the resi-
dues of vapona that may result in food when the insecticide is exposed
in kitchens or dining rooms. The probable residues are relatively
small; thus we plan to await the results of the review that is to be
c-mnpletod by the end of July. If this should result in a recommen-
dation to the Department of Agriculture that registration be with-
drawn, and if registration is withdraw n, that w ould take care of the
matter. If there is some other result, we will consider the matter at
that time and report back to this committee.

Mr. Chairman, this concludes the summary of the material.

We will be ll‘lpl)\ to attempt to answer any questions you or the
committee or the staff might have. L

(The statement follows:)
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PREPARED STATEMENT oF RE0 E. DUGGAN, DEPUTY ASSOCIATE COMMISSIONER
FOR CoMPLIANCE, Foon AND DRUG ADMINISTRATION, (CONSUMER PPROTECTION
AND ENVIRONMENTAL HeEavTn SERvVICE, I'UBric HeArTH SERVICE, 17,S. DEPART-

MENT 0F HEALTH, EDUCATION, AND WELFARE

Thank you, Mr. Chairman, for this opportunity to discuss certain activities
of the Department of Health, Education, and Welfare relating to or affecting the
regulation of pesticides. ’

Regulation of the use of pesticides in our society is a diverse function and
is carried out by several agencies. The responsibility for registration of pesti-
cides and pest control materials has been placed in the U.S. Department of Agri-
cnlture. These products may not be legally shipped in interstate commerce with-
out prior registration, When the proposed use of a pesticide will result in resi-
dues on a feed or food crop, the registration by USDA is not granted until a
tolerance has been established by the FDA. The Federal Insecticide, Fungicide,
and Rodenticide Act requires that before registration and shipment in interstate
commerce, the pesticide must be shown to be safe when used as directed and ef-
fective for the purpose elaimed on the label. The Federal Tood, Drug, and Cos-
metic Act, under the pesticide chemical amendments and food additive amend-
ments, requires that when the registered uses result in residues on or in food
and foodstuffs, a safe tolerance be established,

The Interior Department has programs designed to protect the fish and wild-
life from pesticidal contamination; the Department of Transportation regulates
shipment of pesticides by interstate ecarriers; and the Department of Defense
has several programs involving the use and/or control of pesticides,

The President’s Science Advisory Committee in 1963 recognized that there
was a need for greater coordination between these various agencies and in its
report recommended that the Secretaries of Agrienlture, Interior, and Health,
Lducation, and Welfare review and define their regpective roles and also recom-
mended that health funetions relating to pesticides be vested in HEW, Puarsuant
to this report and its recommendations, a memorandum of agreement between
the Department of Agrienlture, the Department of the Interior, and the Depart-
ment of Health, Education, and Welfare was entered into in 1964 in order to
effectively coordinate the funetions of the three Departments. The Publie
Health Service of this Department, in ficcord with the agreement, was assigned
the responsibility to review labels submitted to the Department of Agriculture
and advise the USDA on health aspects associated with the use of pesticide
chemicals such as warnings against undue exposure to the population, especially
in household applieations and to fieldworkers. The FDA, of course. continued
the review of intended uses which might result in food contamination and the
establishment of safe tolerances.

The agreement in general calls for exchange of information hetween the three
Departments on uses of pesticides. Specifieally, it requires UUSDA to farnish to
the other two Departments, on a weekly basis, a listing of all proposals affecting
registration and requires HEW to furnish a weekly listing of all nroposals affect-
ing tolerances. Procedures and time limitations were specified for the lodging of
objections. When objections are lodged, 2 weeks are provided for departmental
representatives to reach agreement. If this fails, the matter is referred to the
Secretary of the Department responsible for final action in the situation and he
is then responsible for making the final determination, The other Departments
are also to receive advance notification of such final determination.

Those parts of the agreement affecting FDA were followed satisfactorily.

In July 1968, the function of reviewing such labels for matters related to
hedlth as well as other health related activities was transferred to the FDA from
the Communicable Disease Center of the Public Health Serviee,

After the assigmment of this responsibility to FDA, a task force was estab-
lished to determine the most effective location of this program (and others)
within FDA. The conclusion was reached that the registration unit should be
within the Office of Produet Safety recommended for establishment in our Burean
of Medicine. This placement enables the unit to readily utilize the medieal ex-
pertise in that Bureau. Since December of 1968 when the Division of Pesticide
Registration formally became an operating unit, we have been reviewing the
adequacy of the memorandum of agreement,

After the transfer of the label registration funetion to FDA, it was deter-
mined that the prevailing philesophy had been that the PHS label review was a
purely advisory procedure and mo formal checks were made to determine
whether the recommendations were heeded.
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Since there had been no formal system established to insure that the recom-
mendations on the health aspects of label registration were being accepted by
USDA, in late January discussions were initiated to hold a meeting of the De-
partment representatives as set forth in the memorandum of agreement. This
leeting was held on March 19. 1969, Among the topics discussed were opera-
tional problems associated with the agreement and the need to revise and update
the agreement. Among the decisions reached at the meeting was the establishment
of a monthly meeting of the agency representatives to resolve differences that
may have arisen, prior to undertaking a revision of the dgreement. USDA's
memorandum of June 17, 1969, notified FDA of the first such meeting to be held
on June 25th.

In this connection, in February FDA had suggested to USDA that a monthly
meeting might be valuable in meeting the objectives of the memorandum of
agreement, Also, in February FDA wrote to USDA concerning the quarterly re-
ports and suggested that there be included a category reflecting the actions taken
on the objections raised. No response has been received.

Two additional problems discussed at the March 19 meeting were, first the
need for the FDA to review final printed labels where recommendations had
been made and second the need for a clearer definition of the firm scientific evi-
dence required by the USDA to support another Department’s rejection. FDA
believes that the lack of scientific evidence is sometimes as important for con-
sideration as positive evidence.

To illustrate the magnitude of this problem, FDA’s Division of Pesticide Regis-
tration reviews each week up to 300 pesticide labels and evaluates toxicological
data that are submitted for registration or reregistration under the Federal
Insecticide, Fungicide, and Rodenticide Act administered by USDA. Their com-
ments on the adequacy of the labeling and data are furnished the Pesticides
Regulations Division, Agricultural Research Service, USDA, in a weekly letter.

Objections are forwarded to the Department of Agriculture in our weekly
letter. FDA has during the period July 1. 1968 to June 1, 1969, filed 177
objections to registrations.

However, we do not know how many pesticide labels the Department of Agri-
culture has registered over HEW’s objections, The steps we have taken as dis-
cussed above, are designed to obtain information of this nature in order to more
fully meet our responsibilities, In addition, this enfire operation of reviewing
pesticide labels is being reviewed within FDA,

Mr. Chairman, at this point T would like to discuss, as you requested, the
legal framework under which we regulate the use of pesticides in or on foods.

Chemicals added to foods are regulated by FDA through preclearance proce-
dures and the authority to establish and enforce safe legal limits for such addi-
tives, Basically, the regulatory scheme is accomplished through several amend-
ments to the Food and Drug Act—ithe pesticide chemicals amendment, the food
additives amendment, and the color additives amendment although other provi-
sions of the act, such as section 406 serve as part of the system designed to
keep our food supply safe.

Under the Pesticide Chemicals Amendment of 1954, economic poisons which
are not generally recognized as safe by qualified experts, may not be present
in or on raw agricultural commodities unless a safe tolerance (which may even
be zero) has been established. Of course, residunes in excess of the tolerance would
also render the product adulterated. Such tolerances are established only after
the USDA has certified that the pesticide chemical is nseful to agriculture when
employed as proposed in the petition. Exemptions from the requirement of a
tolerance are also authorized if not inconsistent with the public health. Raw
agricultural products are defined to include all foods in their raw or natural
state.

Food additives, pursnant to the food additives amendment. also must be used
in accord with legally established use levels, In addition to being safe, they must
not be used in amounts higher than necess ry to accomplish the intended physical
or technical effect desired. This category basically includes any substance whose
intended use will become or reasonably result in its becoming a part of a food
or affecting the characteristics of the food. except for those articles which are
again generally recognized as safe by qualified experts. Pesticide chemicals used
in or on raw agricultural products are, however, specifically excluded from the
food additive provisions of the act. Pesticides in processed foods are, however,
subject to regnlation under this amendment,

The food additives amendment contemplates intentional addition of such sub-
stances to food including food for animals. Section 406 of (he act covers the

33-145—69——9
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addition of any poisonons or deleterious substance required or unavoidable in
good manufacturing practices. When unavoidable, the Secretary is authorized to
promulgate regulations limiting the quantity thus acceptable ; however, no regula-
tions permitting such uses have been issued under this provision. Thus, this
section is employved when products (other than pesticides on raw agricultural
products) have been accidentally contaminated during holding or shipment.

The primary responsibility for obtaining proof of safety of residue tolerances
is placed on the industry or firm promoting the use of pesticide chemicals. The
FDA is responsible for the scientific judgment concerning the safety of the
tolernnce, In arriving at a decision that the proposal is safe, our scientists use
all available information, in addition to that supplied in support of the tolerance.
As of July 1, 1968, there were 3,115 tolerances or exemptions established on 175
pesticide chemicals.

Afier the tolerance has been set, there are surveillance activities to determine
compliance with tolerances and sanctioned uses which includes inspectional in-
vestigations in the growing fields and the analysis of preharvest and post-
harvest samples. There are information and educational activities fo keep the
grower knowledgeable of our findings, good and bad. This assists the grower in
avoiding shipment of foods with illegal residues, There are control activities to
remove hazardous foods from consumption channels through State and Federal
legal actions. There are the total diet investigations which we use as an index
to the dietary intake of pesticide residues.

For example, in surveillance and coutrol activities, the Food and Drag Ad-
ministration monitors pesticide usage and examines samples of raw agricultural
commodities for pesticide residues. Any product found fo contain an illegal
residue would be subject to seizure, and the persons responsible for shipping foods
in inferstate commerce containing such residues are liable to prosecution. During
the period of July 1, 1967, to June 30, 1968, the Food and Drug Administration
examined approximately 18,000 samples of foodstuifs, both domestic and imported,
resulting in 17 seizures. The vast majority of the samples examined contained no
pesticide residues or residues which were below the tolerance set under the pro-
cedures provided for in the act,

These total diet studies, which can be characterized as the final check on the
tolerance system, have shown, throughout the 4 years of the study, that the die-
tary intake of pesticide chemicals is below the acceptable daily intake established
by the FAO/WHO Expert Committee, and below those intake levels anticipated
by our scientists when considering proposals for tolerance.

Mr. Chairman, you also requested us to discuss our activities relating to
rapona (DDVP), a chemical used to control such pests as frait flies. In re-
viewing the labeling for vapona insecticide resin strips. in accord with the in-
terdepartmental agreement, HEW, in 1965, objected to the registration because
of concern about the long, continuons exposure of individuals to vapors of DDVP
and especially the use in houses where infants are exposed and in hospitals
where ill and debilitated patients are housed. In 1967, following discussions
with USDA representatives and representatives of the sponsor, the IS decided
to withdraw its objection provided the label bear the statement, “Do not use in
rooms continuously occupied by infants or infirm individuals.”

Vapona is also the subject of four regulations promulgated by FDA for use
in or on foods. These tolerances were established on safety data from feeding
stndies on laboratory animals over extended periods of time. Judgments were
made on the same basis as is nsed in setting other tolerances for food. We be-
lieve the food tolerances are sound.

There is possible risk in translating the results from animal feeding studies
to probable effect on inhaled poison. Inhalation iz not comparable to oral in-
gestion. When you eat poisons, there are protective mechanisms. They may be
destroyed or not absorbed in the gnt or detoxified in the liver. Poisons inhaled
in the lungs go direetly into the bloodstream, thus escaping those protective
mechanisms.

Whether the original objection to registration of vapona strips in 1964 should
have been withdrawn in 1967 is a matter that the Commissioner's Office has de-
cided must be reviewed. The review will cover its use in any places. The review
will be completed and a decision reached by July 31, 1969.

Yonr staff has asked specifically what we plan to do about the residues of
vapona that may result in food when the insecticide is exposed in kitehens or
dining rooms. The probable residues are relatively small, thus we plan to await
the results of the review that is to be completed by the end of July. If this
should result in a recommendation to the Department of Agricnlture that regis-
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tration be withdrawn, and if registration is withdrawn, that would take care
of the matter. If there is some other result, we will consider the matter at that
time and report back to this committee.

AMr. Chairman, this concludes my statement, and I would be happy to attempt to
answer any questions you might have.

Mr. Founrtary., Thank you very much, Mr. Duggan. Dr. Harris, I
wonder if you would describe for us some of the types of uses which
you have objected to unsuccessfully, which you regard to be the most
serious.

Dr. Harris. We can divide this into five or six categories. The first
category are products that are considered to be extremely hazardous
when used and stored around the home.

The second category are products which are intended for use in
treating seeds which are toxic and don’t have a dye so that the treated
seeds can be distinguished from human foods.

Another category is the use of human foods as baits in rodenticides
around the home, phosphorous baits, for example, smeared on a slice
of bread. Fruits used as baits.

Another category are products which have been shown to produce
cancer in experimental animals that are still used and available for
use around the home.

Another category are those products where we consider that the data
are inadequate,

In other words, we object to registration until additional data are
supplied.

[ believe those are the main categories. We have compiled a list of
objections for the past year, and we supplied your committee with a
complete list of objections and indicated those objections which have
since been withdrawn because of agreement reached with Agriculture.

Mr. Fountarn. Those objections, if they haven’t already been made
a part of the record, will be made part of the record now.

I understand those objections constitute a thick book, so I think
we should include in the record only some summarized objections for
a shorter period provided hy ARS. After the record is made, you may
want to check it to see if you have any additionsto make.

Mr. Duccan. We would like to do that.

Mr. Navenrrox. If you like, we will submit the summaries submitted
to us by ARS to FDA for examination and any comment you might
want to add or any additions that you might want to make to it, and
that can then go in the record. '

(‘The comments made appear in the appendix on p. 301.)

Mr. Founrary. How long have you been having these monthly meet-
ings of agency representatives? '

Mr. Dreeax. The first one is scheduled for tomorrow. [ Laughter.]

Mr. Fountain. In other words, you havent had any before?

Mr. Duccan. There have not been any before. It was thought this
would be the best approach to pinpointing some of the major issues
and problems before undertaking a revision of the agreement.

Mr. Fountain. Did you decide to have these conferences as a result
of discussions between yvon and ARS?

Mr. Duceaw. Yes, sir, This decision was made at the March 17
meeting of the departmental representatives under the memorandum
of agreement—excuse me—NMarch 19.
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Mr. Founrarx. Was the idea initiated by either agency, or was
this conclusion reached after consultation between both of you?

Mr. Duceay. The idea initiated from the Food and Drug Adminis-
tration in February, and was—Dr. Harris, T think made this request
of the Department of Agriculture in a memorandum in February.

Mr, Fouxtaix. We have you down here as Dr. Harris.

Dr. Harris. Kither one 1s all right. I believe that the first one—
the first contact was made by Dr. Worf over in CPEHS. I believe
that you—Mr. Duggan—were asked to draw up an agenda for this
March 19 meeting and then Mr. Kirk sent a memorandum over there
designating the representatives for Food and Drug, and then we
proceeded to have the meeting.

Mr. Ducean. Yes, but the question was directed to who initiated
the monthly meeting.

Dr. Hagrris. FDA.

Mr. Fountaix. How long have you been filing objections?

Dr. Hagrris. Since the agreement, beginning in 1964,

Mr. Fouxrarx. Did you feel a need for these monthly meetings
before you initiated this action ¢

Dr. Harrrs. Yes.

My, Founrtain. Why hadn’t you initiated it earlier?

Dr. Harmis. T brought up the question at a meeting which Dr.
Simmons and T had with TUSDA in Dr. Anderson’s office in 1967. At
that time the comment was that we don’t seem to need to have meetings
just for the sake of having meetings.

I pointed ont the agreement called for an annual meeting, and we
hadn't had any annual meetings. So that was the first time that I
brought up the question of having a meeting.

Mr. Fountaix. That was when?

Dr. Harris. 1967.

Mr. Founrtain. The agreement was executed in 1964

Dr. Harris, Yes.

Mr. Founrtary. You had no meetings——

Dr. Harris. We had no meetings as far as I know, since the be-
ginning of the agreement, although the agreement calls for an annual
meeting.

Mr. Fountaiy. Under the agreement who was supposed to initiate
the meeting ?

Dr. Hagris. T dont’ believe any one agency, according to the agree-
ment—the agreement just states there will be an annual meeting.

Mr. Fountarn. Tt Jooks like there might have been a defect in the
agreement, doesn’t it? There should be some understanding as to
who would initiate it. Too often, especially where different agencies
are involved, I can see how one may wait for the other to initiate the
action.

Now, I believe you said FDA suggested to TTSDA that the monthly
meeting might be valuable in meeting the objectives of the memo-
randum of agreement. You have been talking about that.

Then in February you say, Mr. Duggan, you wrote the Depart-
ment of Aericulture concerning the quarterly reports and suggested
that there be included a category reflecting actions taken on objections
raised.

You said no response has been received.
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Mr. Ducean. Yes, sir. !

Mr. Fountain. You mean you received no response at all?

Mr. Duccan. None at all.

Mr. Founrtain. No telephone call

Mr. Ducean. No phone calls, no letters.

Mr. Founramy. Sounds like a Congressman who doesn’t want to
get reelected.

| Laughter.] §

Well, did you pick up a phone and call and talk to anybody in
the ARS?

Dr. Hagris. I did talk with Dr. Hays following those two com-
munications and he told me they were planning to have these meetings,
but hadn’t gotten around to setting a date.

Mr. Myers. Quarterly reports, I believe.

Dr. Hagrris. Well, we had no reply from my letter to Dr. Hays
suggesting we have a monthly meeting. We had no reply from Mr.
Kirk’s letter to Dr. Anderson raising the question about a category
for objections in the quarterly report. We have since received a letter
from Dr. Hays regarding a meeting tomorrow.

Mr. FountTain. You made what to me is a meaningful statement
when you said two additional problems discussed at the March 19
meeting were, first, the need for FDA to review final printed labels
where recommendations had been made, and second, the need for
clearer definitions of the firm, scientific evidence required by USDA
to support another Department’s rejection.

Then you say FDA believes that the lack of scientific evidence is
sometimes as important for consideration as positive evidence.

I agree with that, but T think it would be good if you would elab-
orate somewhat for the record.

Mr. Ducean. Would you like to elaborate on that?

Dr. Harris. Yes. Shall we take up the matter of the scientific evi-
dence? The agreement requires that the Department raising a ques-
tion about the registration, furnishing scientific evidence to support
this question, objection, what have you—we discussed that at our
March 19 meeting, and we have taken a position all along that it’s
not our responsibility to provide scientific evidence to support an
objection.

On the other hand, it is a responsibility of the registrant to provide
all the information establishing the safety of a product.

We took the position, also, that the lack of scientific evidence is
reason enough to express some concern about the registration, con-
tinued registration of a product.

We review, in most cases, proposed labeling. These labels are some-
times in the form of typewritten drafts. We don’t see the final,
approved label.

We don’t see the final, printed label.

We have asked FDA if we could obtain copies of the final, printed
labels which reflect not only our comments but also those of the Depart-
ment of Agriculture.

This question was discussed at our March 19 meeting, and T don’t
believe the question was fully resolved.
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There is a statement in Dr. Hays’ report that they are looking into
the matter, but presumably we will get copies when they are avail-
able. But there is not really a positive statement to that effect.

Mr. Fountain. I know this agreement is between HEW, Agrieul-
ture, and the Department of the Interior. Was it anticipated all three
of the Departments would meet?

Dr. Harris. Right.

Mr. FounTain. Is Interior scheduled to meet with you at your first
meeting ?

Dr. Harris. Yes.

Mr. Founrain, Section 2(d) of the agreement reads as follows:

If one Department concludes that the proposal should be rejected in whole or
in part, this view shall be expressed in writing and shall be supported by appro-
priate scientific evidence. Upon being notified, the Department responsible for
final action will take the initiative to work out a basis for agreement,

This would indicate when you submit an objection you would sup-
port it with appropriate scientific evidence. TIs that what you do?

Mr. Ducean. As a matter of fact, objections are not supportable
in terms of scientific evidence, per se, on safety. It’s the conditions
behind which the product is being used or distributed.

Mr. Founrtain. And common knowledge of the nature of the article.

Mr. Ducaaxn. Place some of the substances in any household where
a child can get hold of them, and they do get them, we believe there is
no need for—what kind of scientific evidence can you give to support
that sort of position?

Mr. Forxrtary. T guess that’s what you had in mind when you
said lack of scientific evidence is sometimes as valuable as evidence.

Mr. Goopricn. Also, they were raising some very basic policy ques-
tions about the nature of poisons that should be allowed for regis-
tration for use around the home. Some were pesticides with a very
high level of dialdrin, which is a highly toxic substance. Other objec-
tions were to rat poisons, sodinm fluoride and sodiumfluorosilicate,
well known to be highly toxic, and what Dr. Harris was objecting to
was registration of any such product that will place in the home a
container which the consumption of a very small amount of which
might well result in fatality.

He was raising with USDA some basic issues of the sort you have
been exploring with them in the arsenic situation. Should you allow
a highly toxie rodenticide like sodinmfluorosilicate or sodium flnoride
in these concentrations around the home? That was the nature of
the most serious objections that PHS was presenting.

When Mr. Kirk met with USDA in March, the issne was made
that some of the objections were of this nature and the type of evi-
dence that would be needed to support the objection should be turned
aronnd. That is, we should explore what evidence there is to prove
safety. This is the nature of the problem: That we as a Department
saw a need for a great deal of clarification between us and USDA.

Food and Drug, as you know, acquired this activity from PHS as
a result of the reorganization last July, and Dr. Harris’ group became
a part of Food and Drug effectively in December, and so a review
was undertaken to examine some of the objections and what was being
done about them. We, as a regulatory agency, took a little bit differ-
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ent view than PHS as a research agency did and inquired about what
happened to these objections, ”

This leads us to request the final, printed labeling and regular meet-
ings with the Agriculture Department so that the differences over
these policy issues could either be found inadequate or ironed out.

Mr. Founrain. That'’s our objective in moving forward with the
program now. What responses did you usually get to these objections?

Dr. Harris, We received no response to our letters. We state in each
weekly letter we will be glad to discuss these questions at any time
with you, but we almost invariably have no reply. I undertook to
make an inquiry once about the number of labels that are registered,
and we have no reply to that letter. y )

(The following letter and memorandum relating to a request for in-
formation concerning registration of certain pesticides products was
subsequently obtained by the subcommittee:)

Marcu 21, 1969.
HeNry Suaw BuUSSEY, p
Entomologist, Pesticides Regulation Division, Agricultural Research Service,
.8, Department of Agriculture, Washington, D.C.

Dear Me. Bussey : This is to econfirm Mr, David Johnson's telephone request
of March 20, 1969, requesting the following information :

1. Do any of the rodenticides currently registered bear directions calling for
the utilization of human foods such as bread, apple slices, cheese, lettuce leaves,
cookies, or colored peanuts for bait?

2. Are there any products eurrently registered containing aramite, aminotria-
zole or propionic anhydride ?

3. What are the highest percentages of the following compounds registered for
11se in the home, on the lawn, or on home gardens

(a) aldrin

(&) dialdrin

{¢) toxophene

(d) methyl trithion
(¢) lead arsenate
(f) lead acetate
(@) arsenic oxide
(&) heptachlor

4. Are there any registered uses for pentachlorophenol or arsenic acid on
clothing?

5. Are there any products registered for seed treatment which do not contain
a dye as part of their formulation as sold?

6. (#) Are any products containing alkyl mercury eompounds registered ? If so,
what are there registered uses and concentrations?

(b) What is the highest percentage of phenylmercuric compounds allowed in a
product which may be nsed in or around the home?

Thank you for your cooperation.

Sincerely,
Tromas H. Harrrs, Ph. D.,
Director, Division of Pesticide Registration, Office of Product Sajety,
Burean of Medicine.

MEMORANDUM OF TELEPHONE CONVERSATION OF APRIT 2. 1969, Wit Dr. Harry W.
HaAYs, DirecToR, PESTICIDES REGULATION DivisioN. U.S. DEPARTMENT OF
AGRICULTURE

In order to obtain documentation for our contention that the T.8, Department
of Agriculture disregards our recommendations on registration of certain prod-
ucts of questionable safety, the attached letter to Mr. Bussey was written. There
was no other source of this information.

No reply to this lefter was received as of April 2, 1969 so T called Mr. Harold
Alford to ascertain whether or not this information would be forthcoming. I was
told by Mr, Alford that Dr. Hays wanted to talk with me about our request and
that he would call me. The following is a record of my conversation with Dr.
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Hays: Dr. Hays said, first of all, that he wasn't sure he counld furnish us with
this information and asked why we wanted it. I explained that we were asked to
document our claim that certain products were registered over the objection of
‘the Department of Health, Education, and Welfare because of questions of
safety. I told Dr. Hays that each question in our letter to Mr. Bussey involved use
patterns to which we had objected and that although we were of the opinion that
the use patterns were still registered we could not be certain unless we received
such information from PRD.

Dr. Hays said that the information requested was, in his opinion, not related
in any way to the requirements in the agreement and that the agreement did not
require that PRD furnish us with such information, I reminded Dr. Hays that
paragraph 1, Information, page 2 of the agreement states in part, “Upon request,
the Departments of Agriculture and Health, Education, and Welfare, respectively,
will furnish to the other Departments full information about any pending action
on registration or the setting of a tolerance.” To this he did not comment.

Dr. Hays told me that as a result of the two General Accounting Office reports
he was suspicious of everybody and that he thought the GAO was ont to get
him. He claimed that certain members of his staff had been misquoted in the GAO
reports and that from now on any information that came out of PRD would be
very carefully sereened by him beforehand. He said that if he gave us the infor-
mation requested in our letter he was of the opinion it would be used against him.

I asked Dr. Hays if all this meant that we could not expect to receive this in-
formation, He replied, “I didn't say that.” T then asked when we conld expect
to receive the information. He replied, “I have no idea.” I asked if this meant
that it might be 6 months before we could expect to obtain the information and
he said, “I eannot tell you. I have no idea.” At this point I thanked him and
told him that I had another matter that I would like to discuss with him.

TosMas H. Harris, Ph. D,
Director, Division of Pesticide Registration.

Mr. Gooprica. As stated by the USDA people they made it clear to
Dr. Harris they thought he should supply firm scientific evidence or
that his objections would be disregarded. The point we are trying to
malke is that some of these objections raise a fundamental policy issue
of where the burden of proof of safety belongs and whether, when we
object on the ground that a highly toxic rat poison is being registered,
you need to support that with firm scientific evidence and if we do, it
that is required, we want to understand from Agriculture what they
would like us to present. ‘ 3

Mr. Fountain. Now, in this same agreement, 2E, insecticide pro-
cedure, reads and I quote:

In the event agreement is not reached among the Department representatives
within 2 weeks of the initial objection, the matter will then be referred directly
to the Secretary of the Department responsible for final action with such infor-
mation, views and recommendations as the three Department representatives
deem appropriate.

Has that ever been done?

Mr. Duccax. No, sir. ;

Mr., Goopricr, This is one defect in the agreement that we were cer-
tainly focusing in on our discussions with the other Departments over
possible revision, to make sure this mechnism is placed into operation.

Mr. Fountain. In other words, it evidently was contemplated here
that the matter would be referred to the Department of Agriculture
with such information, views, and recommendations as Interior and
HEW as well as Agriculture may have. s y i

Mr. Goooricr. We didn’t read this as authorizing the registration
people to veto the objections instead of reaching an agreement. This is
the point we are trying to have bare understanding among the three
Departments on. This agreement also says, “The Secretary of the De-
partment charged with final action may then avail himself of whatever
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administrative and scientific review procedures seem appropriate under
the circumstances,” and the next line “the other two Departments will
be notified in advance of the proposed final determination of the
issues.”

Mr. Fountain. Have you ever been notified of any proposed final
determination of the issues which have been raised as a result of your
objections?

Mr. Ducean. No, sir.

Mr. Fountarn. Then of course it provides for this quarterly report.

Now on page 5 of your prepared statement you state that during
the period of July 1, 1968 to June 1, 1969 you filed 177 objections to
registrations.

Then you go on to say you don’t know how many pesticide labels
the Department of Agriculture has registered over HEW objections.

You mean in none of those 177 objections were you given informa-
tion as to which of the labels concerning which those objections related
were registered by Agriculture?

Dr. Harris. In that 177 I think there was one or more vapona labels
and I believe that is it, where we withdrew the objection after reach-
ing agreement that the product should have the statement on the label
but except for that we don’t know what happened to those objections.

Mr. Founrary. Wonld it be safe to say that notwithstanding the
agreement, executed April 3, 1964 and signed by Secretary Freeman,
Secretary Udall, and Secretary Celebrezze, that you just haven’t had
adequate, proper communications between yourselves and ARS?

Dr. Hagers. We have daily contacts about individual questions but
we haven’t had these meetings provided for and we haven’t met as
often as we should have.

Mr. Fountary. Maybe these aren’t easy questions but sometimes
we need to know: Have you detected any resentment on the part of
ARS of your agency filing objections?

Dr. Hagris. I think there is some resentment. I was with the Pesti-
cide Registration Division at the time this agreement was negotiated
and at that time it was sort of looked upon as a necessary evil and they
have never really looked very kindly on thisagreement.

Mr. Fountain. They have a feeling you are maybe sort of super-
vising or snooping ?

Dr. Harris. T wouldn’t say at the top level. I think the top people
would like to see this agreement work out very well. There has been
some attitude at the lower levels that this is sort of a nuisance.

Mr. Fouxrary. Isit an institutional thing or personality ?

Dr. Hargis. I think it is an institutional thing myself.

Mr. Fountaix. Those in the agency just have a feeling that this is
their bailiwick and

Dr. Harris. Going back to the time of my predecessor, Dr. Howard
Bond, who was in from 1964 until T came in in 1966, he was regarded
as sort of a major irritant and the Department of Agriculture objected
to a lot of things. For example, he raised questions about nomencla-
ture, proper chemical names, and they sort of resented that.

Mr. Ducean. I would think there is a difference here between the
statutory authority which is vested in the Department of Agriculture
in the advisory capacity that DHEW has found itself in. And this
quite naturally raises problems.
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Mr. Fountaix. I understand that under the statute it is their re-
sponsibility and they might be reluctant to yield to objections of an-
other agency. However, it seems to me that the two of you have quali-
fied people and working together you can accomplish so much more.
As a matter of fact, I think one of the most serious defects in the op-
eration of the executive branch of the Federal Government, is the fail-
ure of a number of agencies which have related activities within their
respective jurisdictions to coordinate and meet together and discuss
mutual problems.

Mrs. Dwyer remembers this very well—when we investigated the
so-called Billie Sol Estes cases, that is one of the things that stood out.:
lack of communications, lack of coordination, lack of knowledge on the
part of Agriculture, what the Federal Bureau of Investigation knew
or what the Department of Justice knew. And vice versa. And other
agencies. It seems to me, even in a piecemeal fashion, if the commit-
tees in Congress and the subcommittees of the Government Operations
Committee can do anything to improve that situation I think we will
have helped improve our Federal system, at least this part of it. I think
here is an example.

Mr. Ducean. In this connection, we have recognized this earlier.
And earlier this month the Office of Product Safety which contains
the Division of Pesticide Registration was instructed to report direct
to the Commissioner instead of reporting to him through the Burean
office in an effort to get a better grasp and to be able to manage prob-
lems of this nature a bit better.

My, Founraiy. I think there are some recommendations we made 2
long time ago to the Department of Agriculture also because we saw
the need for so many people down here to get in touch with the Secre-
tary and so seldom did men at the top have access to him on the things
that they needed or the problems with which the lower branches were
confronted,

Mrs. Dwyer. May I ask a question? Do you feel all these three agen-
cies should be under one roof under HEW instead of having to co-
ordinate all these programs and to check back and forth. Would it not
be better to have one boss where you would report to one head instead
of going back and forth between the three agencies? Isn't this a health
problem ¢

Mr. Gooprrcn. If T may respond——

Mrs. Dwyer. This is a loaded question to you I am sure. T should
have asked Agriculture the same.

Mr. Goopricu. There are great agricultural questions in this, in the
use of pesticides. Legitimately USDA is concerned. Congress made
a basic division between HEW and Agriculture back in 1954 when
they passed the pesticide chemical amendment assigning to Agricul-
ture the responsibility for evaluating agricultural usefulness of a va-
riety of pesticides and specifying what levels of residues were likely
to be encountered when the products were used and then assigned to
HEW the health responsibility for establishing a safe tolerance. That
mechanism has worked pretty good.

In 1963 the President’s Science Advisory Committee identified in its
report the very problem the chairman just mentioned, that Interior
had problems with pesticides in fish and wildlife. They are concerned
with maintenance of fish and wildlife and with the environment. So
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they were legitimately interested in registration and patterns of use.
So ‘this report recommended the mechanism for better coordination.
The agreement by the three Departments was drawn up to meet the
recommendations of this high-level committee. The point we are mak-
ing now is that that agreement simply hasn’t worked as it is supposed
to and when Food and Drug got ttis new responsibility of the PHS
review of registration of labels, we have undertaken to review with
Agriculture and Interior the agreement and to see that it works. If it
doesn’t work then it shouldn’t be on the books. If it works it is going to
have the means of allowing Agriculture its major input on the proper
use of pesticides for a bountiful and healthful food supply and on
HEW for the safety of the pesticide residues in fuuds and more
broadly in products generally registered like things in the household,
and at the same time allow [7.S. Department of Interior to recommend
against widespread applications that would have a bad influence on
fish and wildlife.

Now every time we allow a tolerance for a pesticide in food, we
check—Agriculture of course certifies whether it would be useful,
what the residue would be, and we have a notation in our file that that
pesticide residue has been checked out with Interior and they have no
objection to it. That mechanism has worked out all right. We see prob-
lems with the registration.

Mrs. Dwyer. Why can’t you have agricultural experts within Food
and Drug as well as Fish and Wildlife experts, Mr. Goodrich, so that
instead of spreading out the responsibility among three different
agencies where they all have to get together and coordinate. It scems
to me there are so many people involved in this that many mistakes can
be made.

Mzr. Goobricu. Well, there are a lot of people involved and mistakes
can’t be tolerated in this area because of the poisonous nature of the
thing. They can’t be tolerated for long. But the point—Agriculture
has a responsibility for development, registration, safe use of pesticides
on the farms and that would not really be a matter that ought to be
transferred to Food and Drug nor do we think the responsibility
should be transferred to Agriculture or a unit of that kind for estab-
lishing a safe tolerance in man’s food.

Mrs. Dwyer. But aren’t these all household products really

Mr. GoooricH. Not at all. Some of them are sprayed in great amounts
by airplanes, used on farms. There are some household products.
This is one of the major points Dr. Harris’ group has been objecting to.
A container suitable for household use of rat poison—it is simply too
dangerous to have around.

Mr. Corexnaver. Mrs. Dwyer is suggesting that in those products
that are household products that FDA should have responsibility over
them or at least have some type of veto over their marketing prior
to a registration being granted.

Mr. Goooricu. This is why Dr. Harris’ group was brought into it.
Exactly. There shouldn’t be a unilateral decision in USDA. There
shounld be a separate health review by the Public Health Service be-
fore these household products were registered. Dr. Harris’ group has
been recommending right along that the more toxic pesticides not be
allowed in household containers. I believe that is a major part of the
objections that have been filed.
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Mr. NaveuToN. In your statement you indicate that in 1967 follow-
ing discussions with USDA representatives and representatives of the
sponsor, PHS decided to withdraw its objection.

Dr. Hagrris. Consultant of the Shell’ Co., Dr. Mitchell Zavon.

Mr. NaverToN. Where was the meeting held ?

Dr. Harris, Dr. Simmons and Dr. Wayland Hayes in Atlanta held
discussions with Dr. Mitchell Zavon, I believe they had discussed—
we mentioned the matter in a meeting with Dr. Anderson in 1967
and T believe Dr. Simmons had some contact with the Department
of Agriculture people too. I received a copy of a letter which he
sent to Dr. Anderson pointing out the need for the statement on the
label, “Don’t use where infirmed individuals or infants are housed.”
but the discussions leading up to this compromise, if you will, took
place in Atlanta between Dr. Simmons, Dr. Wayland Hayes, who was
the principal toxicological adviser, and Dr. Mitchell Zavon, a repre-
sentative of the Shell Chemical Co. I was notified in 1967 that we could
withdraw the objection provided the label bove that statement. We
continued to object, though, until we saw the statement on the label
and that was the first part of 1969. We discontinued our objections
when we began to see the statement on the label.

Mr. Navenron. This was on the label submitted.

Dr. Harris, Right.

Mr. Navenron. Have you had any indication when you submitted
scientific data to USDA on a product to which you objected that it
was accepted? Or have you ever actually submitted

Dr. Hargis. Yes, we objected to the registration of a produect which
is not, yet registered. It was a highly toxic material, It was an agri-
cultural product. That product has not yet been registered. We are
still discussing the matter with both the registrant and Department
of Agriculture. We have objected in the past and the product has not
yet been registered.

Mr. Naverrron. You are not yet certain whether you will be suc-
cessful on this? It just isn’t on the market yet?

Dr. Harris. That is right.

Mr. Navenron. Have there been any instances where you sub-
mitted scientific data or felt you had done so and it was rejected ?

Dr. Harris. Yes. We gave reasons for one product—I am trving
to recall it now—we objected to the registration of aramite and re-
ceived a letter from Dr. Hays informing us that until we could
produce evidence that this product produced cancers in human be-
ings from skin contact that they would continue to register the prod-
uct. This is a product regarded as a carcinogen. Tt produces cancers
in experimental animals. That was the basis for our objection. We
don’t know how we can submit any better scientific evidence than to
point out the product is a carcinogen. We were told without data
showing this is a carcinogen by inhalation or skin absorption that
registration would be continued. That is just one case that I recall.

Mr. Navenron., Well, are there mandatory provisions in the law
against the registration of carcinogens?

Dr. Hagris. Not for nonerop uses.

Mr. Navenron. Are there mandatory provisions for use on crops?

Dr. Harris, Yes.
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for use on crops?

Dr. Harris, This was a nonerop use. This was a use for mitocides
on ornamentals, I believe.

Mr. NavenTon. Nonfood crop.

Dr. Hagrris. That’s right. Aramite—minotrize is a herbicide for
use in the control of poison ivy which is still registered and avail-
able for use.

Mr. NaveaTon. In view of the testimony we have taken today and
last May about deficiencies of labeling and the unknown number of
products—but undoubtedly very large—which are on the market over
the objection of the Public Health Service and now the Food and
Drug Administration, what is your view as to whether or not it
wouldn’t be appropriate for some sort of project to be started for
comprehensive review on a systematic basis to ascertain just what
the situation is without waiting for these products to come up for
their regular renewal?

Dr. Harris. I thought that was a question put to Dr. Hays, Isn’t
he going to submit a list of these products that are still registered over
objections? I understood he was.

Mr. Navearon. My understanding is in order for them to submit
a list of products registered over oh_]e(tmn they would have to search
through every file. T think we would hesitate to ask them to 2o
to all that work just to give us the number in view of the other
things they could be doing.

Dr. Hagris. It would be a big job.

Mr. Naveuron. However, if that project is going to be done it
seems to me it should be done as part of a review to see which products
should stay on the market and which would be the subject of actions
to get them off. I would hope in the course of it they would look at the
warning statements and the labels and see if they are consistent with
one another,

Mr. Duceax. It is along these lines that the Commissioner’s office
has undertaken to review the entire system being used in reviewing
pesticide labels.

Mr. NavenTon. What is the position of FDA with respect to the
arsenicals which we discussed at some length today ?

Dr. Harris. We have been objecting all along to the use of sodium
arsenite and arsenic trioxide and other arsenicals around the home,
Following publication in the Federal Register on sodinm arsenite we
sent. Dr. Hays a letter commenting on that stating that we didn’t
have evidence to show that concentrations below 2 percent were

safe so we continued to object and then I sent Dr. Hays a followup
letter on that in May. T have a copy right here.

Mr. Navenrox. Would you pr ovide that?

Dr. Harris. I believe he—that was an inquiry they hadn’t received
a reply to. In response to a telephone call T sent him a followup letter
on Mz l\ 19 I believe—I have a copy here.

Mr. Navenrox. Could you provide a copy for the subcommittee ?

Dr. Harris. Yes.

Mr. Navenron. Do vou have any reason to believe that the product
manufactured by the Pax Co. is any less dangerous than any of the
others?
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Dr. Harris. Arsenic trioxide is a solid. It is quite toxic. 1t is entirely
possible for a 20-pound child to swallow many times the lethal dose of
arsenic trioxide even though it isin a powder form.

Mr. Navenron, Have aceidents resulted primarily or to a large
deeree from the use of this material as a erab grass killer where it is
on lawnsg and where children might be playing?

Dr. Hagris. I don't really know. The sodinm arsenite is a solution.
That is probably the most hazardous.

Mr. Naveirron, This will be where someone would get a bottle of
the stuff and take a swallow of it.?

Dr. Harris. It was used for insect control as well as for control of
erab grass.

Mr. Fountain. Did Pax Co. make any contact with vou on

Dr. Harris: No, they did not. We learned thev had submitted some
data to the Department of Agriculture and when I sent this last letter
to Dr. Havs we told them we were requesting that data and that when
we had a chance to look at it we may comment further, but we found
nothing in that data that would dictate a change in our position with
recard fo the use——

Mr. Fouxtarn. You examined the same data they had submitted to
Agrienlture?

Dr. Harnts. Right,

Mr. Navawrox, Is it safe to assume when labels come over in the
future for nses gnch as had been the practice for lindane in the past
where there is an indieation that the registered use will result in resi-
due eing left on food for which there is no telerance, that you will
obiject?

Mr. Duvccan. Yes.

Mr. Navarron. Do vou have anv intention of granting tolerances
for use of insecticides in forms such as the No-Pest Strip whieh will
resulf in residues being deposited on prepared food ?

Mr. Duceax. I am sorry, I missed the first part of the question.

Mr. Naverrron. So far as you know is there any intention that tol-
erances will be granted for, let's say, so many parts of vapona on ham-
bureer ready for servine?

Mr. Doacan. We have nothing in force at the present time on that.

Mr. Naveraron. You haven’t granted any.

Mr. Dueaan. No. and we have nothing before us.

Mr. Navanrox, Does your poliey suggest yvou would grant such
tolerances?

Mr. Duccan. We would look at it mighty carefnlly.

Mr. Navearon. The emphasis has been on safety, but in the case
of food adulteration, safety is not necessarily a part of it. Is that true?

Mr. Ducean. I am afraid T am

Mr. Naveuron. In other words, if there is no tolerance for a par-
ticular pesticide chemical deposited on prepared food it doesn’t make
anv difference whether it is safe or not, does it?

Mr. Duacax. Tt would be an adulterated food, yes.

Mr. Naverron. Are there other factors that may come into adul-
teration in addition to contamination bv poisonous and deleterions
snbstances? Tor example, unsanitarv conditions—in other words,
other provisions of the law that are enforeed by FDA with respect to
food adulteration that might be involved in this type situation?
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Mr. Doeean. Yes

Mr. Navenrown. I think, for example, you have taken a position
against fish flour made of whole fish.

“Mr. Duceax. I think there is a regulation under that. The safety
has been proven. The product 1s——

Mr. Naveuron. I may be behind the times but the original ]mal-
tion you took on that, was that related to safety or the esthetics of the
situation?

Mr. Ducean. There were both issnes involved. Both issues were
i‘l"‘l‘)] \'I“L

Mr. Navenron. Do you anticipate that you will be contacting the
State and local people with whom you work on food adulteration
problems with respect to the questions that have been raised here on
adulteration of food with pesticides? Lindane and vapona type
sitnation.

Mr. Ducean, This has been our practice in the past, to keep in very
close touch with the State and loeal people on that. As a matter of
fact, I believe about 1953 the State and local people were notified by
our Federal and State cooperation people about our concern about
lindane vaporizers.

Mr. Navarron. Agrieulture has indicated {ll(’ intend to abide by
vour position with respect to food adulteration. In the event that they
don’t follow through on that assurance, will you then take whatever
action is necessary to insure that illegal activities are not allowed to

continue?

Mr. Duceeax. We will bring all the pressure to bear on this.

Mr. Navenaron. As a last resort, will you take action yourself? T
don’t think it should be necessary. It is your law. Will you enforce it?

Mr. Duceax. I would have to look at the circumstances.

Mr. Naverron. You mean you don’t intend to enforce your law?

Mr. Duvacax. Yes, we intend to enforee it. I think we are doing a
pretty good job of it.

Mr. Naveurox. Well, provide an answer for the record on that if
von will, unless Mr. Goodrich would care to comment.

Mr. Duceaw. Generally we would go to the State and local people
and encourage them to enforce a local sitnation. If it was a national
sitnation we would take action.

Mr. Nivenron. I don’t disagree at all that the proper steps are first
to take it up with Agrie n]tuu- and then the State and local people and
only as a last resort to go in and seize the adulterated food, but I am
simply asking if you are prepared to follow this to the bitter end if
it becomes necessary.

Mr. Duceax. If it becomes necessary.

Mr. Fountaty. As I understand it, it was your feeling that this
agreement had in mind giving you an opportunity to play a sub-
stantial part in any decision made with respect to pesticides used on
food.

Mr. Goopricr. The law did that. This agreement was over and
above——

Mr. Fountary. Was to supplement that?

Mr. GoopricH. Yes, sir.

Mr. Fouxtaix, Maybe to implement it.
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Mr. Gooprica. Really to implement the report of the President’s
Science Advisory Committee which found a lack of coordination and
it was to make sure the three Secretaries at the highest level put all
their departments on the line of working together.

Now, what we find a failure in is that the procedures of bucking
these issues up beyond the operating units has not been earried out and
we are now exploring or propose to explore with Interior and USDA
what will be necessary to really press these issues to a level where we
can have a decision, not just a decision by one unit that has the power
to approve the label.

Mr. Founrain. I use the word food. I meant household uses of pes-
ticides, It seems to me that that is an area where your point of view
should have tremendous impact upon the decision and maybe would be
the controlling decision. When it comes to Agriculture and agricultural
uses, that is what they are equipped for.

Well, thank you very much for coming up. We appreciate getting
the benefit of your testimony. '

(Whereupon, at 5:30 p.m., the subcommittee was recessed, subject
to the call of the Chair.)
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WHY THE REVIEW WAS MADE

The Agricultural Research Service (ARS) is responsible for enforcing
the Federal Insecticide, Fungicide, and Rodenticide Act--the basic con-
sumer protection law in the area of pesticides. The law requires that
all pesticide products shipped across a State line be safe and effec-
tive and be registered with ARS before being sold to the public.

To ensure that products being sold comply with the law, ARS obtains
samples of products and tests them. Under the law, ARS may take action
to remove products from the market, cancel the registration of products,
and report to the Department of Justice for prosecution those who ship
products that violate the law.

Because over 60,000 pesticide products are registered with ARS--virtu-
ally affecting every segment of the public--the General Accounting Of-
fice (GAO) wanted to find out how the law was being enforced to protect
the public.

FINDINGS AND CONCLUSIONS

GAO found that, in taking action at locations against misbranded,
adulterated, or unregistered products, ARS, with few possible excep-
tions, did not obtain quantity and shipping data to determine whether
shipments of the same products were available to the public in other
locations.

As a result, the actions taken may not have removed from the market
pmducts}which. in some instances, were potentially harmful. (See pp.
8 to 13.

GAO found that ARS operating guidelines did not include procedures for
determining when shippers which had apparently violated the law would
be reported to the Department of Justice for prosecution. There have
been no actions by ARS to report violators of the law for prosecution
in 13 years. This was true even in instances where repeated major
violations of the law were cited by ARS and when shippers did not

take satisfactory action to correct violations or ignored ARS notifica-
tions that prosecution was being contemplated. (See pp. 14 to 1g,)

Tear Sheet
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GAO found also that, at the time of its review, ARS was not publishing
the notices of judgments of the courts ordering products off the market
as required by the law. (See pp. 22 to 23.)

RECOMMENDATIONS OR SUGGESTIONS

GAD is recommending that ARS establish and implement procedures to pro-
vide for:

--obtaining shipping and product data,
--reporting violators of the law for prosecution, and

--publishing notices of judgments.

AGENCY ACTIONS

ARS has agreed to obtain the data necessary to support actions to re-
move products from the market and to use the data as a basis for obtain-
ing samples and other documentary information on the product at every
location possible, in order to remove the maximum amount of the product
from the market,

ARS has revised its operating guidelines concerning shippers to now re-
quire that cases be forwarded for prosecution in instances where (1) the
evidence indicates that the violation was willful, (2) the violation is
of a serious nature and is the result of apparent gross negligence, or
(3) the company has engaged in repeated violations.

ARS has made plans to publish the backlog of notices of Jjudgments as
soon as possible and to publish future notices at least every 6 months.

ISSUES FOR FURTHER CONSIDERATION

None.

LEGISLATIVE PROPOSALS

None.
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COMPTROLLER GENERAL'S NEED TO IMPROVE REGULATORY ENFORCEMENT

REPORT TO TBE CONGRESS PROCEDURES INVOLVING PESTICIDES

' Agricultural Research Service
Department of Agriculture B-133192
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WHY THE REVIEW WAS MADE

The Agricultural Research Service (ARS) is responsible for enforcing
the Federal Insecticide, Fungicide, and Rodenticide Act--the basic con-
sumer protection law in the area of pesticides. The law requires that
all pesticide products shipped across a State line be safe and effec-
tive and be registered with ARS before being sold to the public.

To ensure that products being sold comply with the law, ARS obtains
samples of products and tests them. Under the law, ARS may take action
to remove products from the market, cancel the registration of products,
and report to the Department of Justice for prosecution those who ship
products that violate the law.

Because over 60,000 pesticide products are registered with ARS--virtu-
ally affecting every segment of the public--the General Accounting 0f-
fice (GAO) wanted to find out how the law was being enforced to protect
the public.

FINDINGS AND CONCLUSIONS

GAD found that, in taking action at lTocations against misbranded,
adul terated, or unregistered products, ARS, with few possible excep-
tions, did not obtain quantity and shipping data to determine whether
ihipm?nts of the same products were available to the public in other
ocations.

As a result, the actions taken may not have removed from the market
products)uhich. in some instances, were potentially harmful. (See pPp.
8 to 13.

GAO found that ARS operating guidelines did not include procedures for
determining when shippers which had apparently violated the law would
be reported to the Department of Justice for prosecution. There have
been no actions by ARS to report violators of the law for prosecution
in 13 years. This was true even in instances where repeated major
violations of the law were cited by ARS and when shippers did not

take satisfactory action to correct violations or ignored ARS notifica-
tions that prosecution was being contemplated. (See pp. 14 to 18,)
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GAD found also that, at the time of its review, ARS was not publishing
the notices of judgments of the courts ordering products off the market
as required by the law. (See pp. 22 to 23.)

RECOMMENDATIONS OR SUGGESTIONS

GAO is recommending that ARS establish and implement procedures to pro-
vide for:

--obtaining shipping and product data,
--reporting violators of the law for prosecution, and

-=publishing notices of judgments.

AGENCY ACTIONS

ARS has agreed to obtain the data necessary to support actions to re-
move products from the market and to use the data as a basis for obtain-
ing samples and other documentary information on the product at every
location possible, in order to remove the maximum amount of the product
from the market.

ARS has revised its operating guidelines concerning shippers to now re-
quire that cases be forwarded for prosecution in instances where (1) the
evidence indicates that the violation was willful, (2) the violation is
of a serious nature and is the result of apparent gross negligence, or
(3) the company has engaged in repeated violations.

ARS has made plans to publish the backlog of notices of judgments as
soon as possible and to publish future notices at least every 6 months.

ISSUES FOR FURTHER CONSIDERATION

None.

LEGISLATIVE PROPOSALS

None.




148

INTRODUCTION

The General Accounting Office has reviewed the manner
in which the Agricultural Research Service, Department of
Agriculture, has carried out regulatory enforcement activi-
ties to prevent the interstate marketing of unregistered,
adulterated, or misbranded pesticides. Our review, made pur-
suant to the Budget and Accounting Act, 1921 (31 U.S.C. 53),
and the Accounting and Auditing Act of 1950 (31 U.S.C. 67),
was directed primarily toward an evaluation of the adminis-
tration of pesticide enforcement activities, rather than to
an evaluation of the administration of other Department or
ARS activities involving pesticides.

Because over 60,000 pesticides products are registered
with ARS--virtually affecting every segment of the public--
we wanted to find out how ARS carries out regulatory en-
forcement activities to protect the public. Our review
covered the enforcement actions initiated by ARS during
fiscal year 1966 as well as related events occurring during
the period February 1955 through May 1968. The scope of our
review is described more fully on page 25.

BACKGROUND

It is the policy of the Department of Agriculture to
encourage the use of those means of effective pest control
which provide the least potential hazard to man and animals.
According to the Department, pesticides are generally the
most effective and, in many instances, the only available
means for fighting pests that are destructive or endanger
human health. 1In protecting man, animals, plants, farm and
forest products, communities, and households against depreda-
tion by pests, the Department has a vital concern for the
health and well-being of people who use pesticides and those
who use products protected or treated by pesticides.

Statistics published by the Department indicate the
importance of pesticides as well as the scope of their use
in this country. The Department reported that during 1965
nearly $1 billion worth of pesticides were used in the pro-
tection of agricultural and forest products, that crop and
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livestock production in the United States would drop by

about 25 to 30 percent if pesticides were to be completely
withdrawn from farm use, and that approximately 15 percent

of all pesticides sold were purchased for home and garden
use--a total of over 50 million pounds of product preparations.

Major programs of the Department--many of which are con-
ducted in cooperation with State and local governments, other
Federal agencies, educational and private organizations, and
industry--are used in carrying out policy objectives. In ad-
dition to Federal laws and regulations to govern the movement
and sale of pesticides in interstate commerce, there are pro-
grams of the Department which include maintaining quarantine
barriers against foreign pests, monitoring pesticide residue
levels in meat and poultry products, and conducting research
and public education and information programs to find better
and safer pest control methods and to promote the safe use
of pesticides.

The Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA) of 1947 (7 U.S.C. 135-135k) provides the basic
legal authority for regulating the interstate marketing of
pesticides to protect the interests of both the user of
pesticides and the consumer of products protected by pesti-
cides. The Secretary of Agriculture is responsible for

administering and enforcing the FIFRA. Authority for imple-
menting the FIFRA is delegated to the Pesticides Regulation
Division of the Department's Agricultural Research Service.

In addition to the FIFRA, related Federal laws con-
cerned with safeguarding the public affect pesticide products.
For instance, certain provisions of the Federal Food, Drug,
and Cosmetic Act of 1938 (21 U.S.C. 301) directly affect the
registration of pesticides. This act, which regulates the
amount of residue that may remain after the use of pesticides
on food commodities moving in interstate commerce, is ad-
ministered by the Food and Drug Administration of the De-
partment of Health, Education, and Welfare,

Also, individual States have laws and regulations on the
sale of pesticides within State borders. An example is the
Uniform State Insecticide, Fungicide, and Rodenticide Act
developed by the Council of State Governments and adopted
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by most States. The uniform State act, which parallels the
FIFRA, facilitates cooperation between State and Federal
officials in enforcing uniform regulations.

The FIFRA provides that every commercial pesticide
formulation must be registered with the Department of Agri-
culture before it can be sold in interstate commerce. Ac-
cording to the Department, over 60,000 pesticide formula-
tions based on more that 900 individual chemical compounds
have been registered during the last two decades. Before
registration is granted, a pesticide must meet tests which
prove its claimed effectiveness against a particular pest
or pests and demonstrate its safety when used as directed.

As part of the registration requirements, the Depart-
ment of Agriculture regulates the contents of labels for
pesticide products under the provisions of section 4 of the
act. Federal regulations require that warning and caution-
ary statements be displayed on the labels of pesticides.
The nature and scope of the safety claim on the label must
conform to proven facts, and all labels must bear registra-
tion numbers indicating that the product has been accepted
by the Department as adequate to permit both safe and ef-
fective use when container directions are folleowed.

To enforce compliance with the provisions of the FIFRA,
ARS field inspectors, aided by deputized State inspectors,
obtain sample products to be checked for violations of
pesticide registration and labeling regulations. Products
are submitted to Federal laboratories for analysis and
testing. In this manner, ARS determines whether the prod-
ucts being marketed are as represented at the time of their
original registration with the agency for marketing in
interstate commerce. :

Section 5 of the law provides authority to the Secretary
of Agriculture for access to all records showing the deliv-
ery, movement, or holding of pesticide products, including
quantities of shipments, dates of shipments and receipt of
goods, and names of consignors or consignees of shipments.

Violations of the FIFRA include lack of Federal regis-
tration, adulteration, and misbranding of pesticide products.
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In cases of violations of law, ARS is authorized by the FIFRA
to (1) take action to remove the illegal shipment from the
location where it is found (seizure action), (2) cancel the
registration of the product, (3) report to the Department of
Justice for criminal prosecution the person(s) alleged to be
responsible for violating the act, or (4) use a combination
of these actions. The act also requires ARS to notify the
person(s) against whom criminal proceedings are contemplated.

The act provides that the seizure of products or the
prosecution of violators is not required in the event that
ARS determines that the violation is minor and the public
interest will be served adequately by a written notice of
warning. The act provides also for the publication of all
judgments of the courts to seize products or to prosecute
shippers under its authority.

In fiscal year 1966, ARS tested and reviewed 2,751 sam-
ples of pesticide products. As a result of the work per-
formed, ARS reported that 750 samples were found to be in
violation of the FIFRA and that 562 of the 750 samples were
in major violation of the law. The samples determined by
ARS to be in major violation of the law--cases that war-
ranted such action as seizure or prosecution--represented
about 20 percent of all the samples that were tested and
reviewed in fiscal year 1966.

Enforcement actions taken in fiscal year 1966 included
106 actions by ARS to remove misbranded, adulterated, and
unregistered products from the market as well as three ac-
tions by ARS to cancel the registration of products. During
the same period there were no enforcement actions by ARS to
report violators of the FIFRA for prosecution.

The principal officials of the Department of Agricul-
ture responsible for the administration of pesticide en-
forcement activities are listed in appendix I to this
report.




FINDINGS AND RECOMMENDATIONS

NEED TO ESTABLISH PROCEDURES INVOIVING
PESTICIDE ENFORCEMENT ACTIONS

On the basis of our review, we believe that there is a
need for ARS to establish procedures for strengthening pes-
ticide enforcement actions that may be taken against mis-
branded, adulterated, or unregistered products or the ship-
pers of such products.

We found that, in taking action against products, ARS,
with few possible exceptions, did not obtain product quan-
tity and location data to determine whether other shipments
of the same misbranded, adulterated, or unregistered pro-
ducts were available to the public in other locations. As
a result, the enforcement actions taken may not have re-
moved violative and, in some instances, potentially harmful
products from the market.

In our opinion, the product quantity and location data
of the shippers is needed by ARS to (1) evaluate the ade-
quacy of its enforcement actions, (2) determine the types
of supplemental actions, if any, that may be necessary to
protect the interests of the public, and (3) facilitate ef-

forts to locate and remove undesirable products from the
market.

We found also that ARS internal operating guidelines
did not set forth the procedures to be used for determining
when shippers that had allegedly violated the law would be
reported to the Department of Justice for prosecution,

In this connection, we noted that there had been no
enforcement actions by ARS to report violators of the FIFRA
for prosecution in 13 years, even in instances where re-
peated major violations of the law were cited by the agency
and when shippers did not take satisfactory action to cor-
rect violations or ignored ARS notifications that prosecu-
tion was being contemplated.

In our opinion, the lack of action by ARS to report

firms for prosecution in serious or repeated cases could
indicate to the shippers involved--as well as to other

7
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shippers of pesticide products--that major violations of
the law would be treated with minimum consequence. More-
over,any advantages attached to the value of prosecutions
as a deterrent to future violations of the law would be
nullified.

In June 1967, the Department of Agriculture proposed
legislation to the Congress to amend the FIFRA which, if
enacted and properly implemented, should tend to achieve
generally more effective regulation of pesticides. The
proposed legislation was pending in the Congress as of May
1968.

In our opinion, however, improved enforcement of the
FIFRA also requires the establishment and implementation of
procedures under existing provisions of the act. The de-
tails of our findings are discussed below.

Enforcement actions may not have resulted
in the removal of misbranded, adulterated,
or unregistered products from the market

OQur review showed that, in taking 106 seizure actions
in fiscal year 1966, ARS, with few possible exceptions, did
not obtain product quantity and location data to determine
whether other shipments of the same misbranded, adulterated,
or unregistered products were available to the public in
other locations. Similarly, we found that ARS action to
cancel the registrations of certain products in fiscal year
1966 was not supplemented by action to obtain information
bearing upon the quantities and locations of the products
that had previously entered marketing channels. Sec-
tion 5 of the FIFRA authorizes ARS to obtain such informa-
tion from manufacturers, distributors, carriers, dealers,
or any other person who sells, delivers, receives, or holds
any product subject to the act.

Our review showed that ARS did not have procedures or
standards for obtaining shipping and product information
from the records of shippers of products. We found that
generally it was ARS practice to remove from the market
only the amount of the product, if any, on hand at the one
retail or wholesale outlet where the sample was collected.
We found further that ARS inspectors were using the
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authority of section 5 of the FIFRA to establish from the
records of the one retailer or wholesaler the fact that in-
terstate shipment had been made of the particular stock
from which the sample was taken.

According to ARS, the actions to seize products during
fiscal year 1966 involved seven major types of pesticide
products,

Number of
Type seizure actions

Agricultural insecticides 26
Disinfectants 38
Fungicides 1
Herbicides 13
Animal insecticides 12
Miscellaneous insecticides 14
Animal biology M Vs

Total 0

Also, ARS reported in program publications that the actions
to take products off the market were a significant part of

the protection being given the public under the provisions

of the FIFRA,

We found that 84 of the 106 seizure actions (involving
79 different products) resulted in the removal of part or
all of the stock from the locations from which samples were
taken; however, in 22 of the 106 seizure actions (about one
out of every five such actions) the removal from the market
of any quantity of the product was not accomplished inas-
much as the product was no longer on the shelves or in
storage at the one location where the sample was collected
when the seizure was attempted.

We found further that the 79 different products which
had been seized were seized at only 80 different wholesale
or retail outlets throughout the United States and that ARS
did not obtain shipping location and product quantity infor-
mation from the records of shippers of products, even though
the products could be sold nationally.
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An example follows which we believe illustrates the
need for ARS to better use its authority to obtain shipping
location and product quantity information in order to pro-
vide better protection to the publiec.

On March 9, 1966, ARS seized 11 one-gallon containers
of a liquid spray insecticide from an outlet in Santa Fe,
New Mexico, because the product was contaminated with a toxic
ingredient not named on the container. Subsequent to the
seizure, the manufacturer of the product was notified by
ARS of the violation of the FIFRA., On March 30, 1966, the
manufacturer advised ARS that the wrong label had been ap-
plied to the product and that procedures had been revised
to avoid repetition of the error.

On April 22, 1966, ARS informed the manufacturer that
the mislabeling of the product had resulted in a very dan-
gerous situation since a purchaser would be using a much
more hazardous chemical than he believed he had purchased.
ARS stated that the product was not acceptable as labeled
because of the increased danger of inhalation and skin ab-
sorption and requested more information regarding the pro-
cedures taken to avoid a repetition. In addition, ARS
asked for information regarding the steps taken to recall
any other outstanding stocks that may have been similarly
mislabeled.

The manufacturer's reply to ARS on May 18, 1966, out-
lined the steps that had been taken to prevent a recurrence
of the violation but contained no information on actions
taken to recall any other outstanding stocks of the product
that may have been similarly mislabeled. Despite the ab-
sence of this information, ARS notified the manufacturer on
May 27, 1966, that any further action with respect to the
case need not be taken,

ARS closed the case on June 7, 1966, without estab-
lishing the quantity or location of similarly deficient
products that may have been available to the public.

Our review showed that, in addition to seizures in
fiscal year 1966, three enforcement actions were taken by
ARS involving the cancellation of certain uses of regis-
tered products containing specific chemical ingredients.

10
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For instance, ARS canceled the registrations for use on
certain crops of 475 products containing the chemicals al-
drin and dieldrin when new scientific developments became
available to justify changes in the registered labeling of
products containing those chemicals. We found further that,
in the interest of public safety, ARS canceled the regis-
trations of 58 products containing the chemical thallium.

Our review of the cancellation of the registrations of
the products containing thallium showed that the action was
taken by ARS because the general use of such products had
resulted in numerous accidents. According to ARS, thallium
had been used in bait material for the control of insects
and rodents for a number of years; however, a number of
deaths had occurred, principally in children, as a result
of accidental consumption of the bait material.

In June 1960, ARS took action to limit the thallium
content of products in an attempt to reduce the possibility
of fatal accidents associated with the use of such products.
In spite of the limitation, deaths continued to occur as a
result of accidental ingestion of the products. In addi-
tion, statistics of the Public Health Service indicated
that there were about 400 reported cases of thallium poison-
ing of children during 1962 and 1963.

On August 1, 1965, ARS notified manufacturers, formu-
lators, distributors, and registrants that the registrations
of products containing thallium were being canceled. The
cancellations involved 45 registrants and 58 thallium prod-
ucts. According to ARS, the action was taken as a result
of the continuing number of accidents associated with the
general use of the products. The effective date of the
cancellation of the registrations of the products contain-
ing thallium was 30 days after the registrants received the
notice of August 1, 1965,

Our review showed that the action in August 1965 to
cancel the registration of the products involved was not
supplemented by action to obtain information on the quan-
tities and locations of products that had previously en-
tered marketing channels. We found that, subsequent to the
cancellation of the registrations, thallium products con-
tinued to be available for public consumption and that

11
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efforts ARS made to protect the public, such as attempts to
locate thallium products, were being made without knowing
the locations or quantities of the products involved. We
found also that a product containing thallium was still
available to the public in January 1968 and that the extent
and duration to which such products remained available to
the public were unknown.

Our review showed that in November 1966--14 months
after the cancellation of registrations--an ARS memorandum
of instructions to agency field inspectors discussing the
availability of thallium products stated that:

"Recent reports indicate that these products are
still available at the retail level, Please in-
crease your surveillance of hardware, drug, gro-
cery, novelty stores etc. to determine if they
are still on the shelves. If encountered and
the shipment was made prior to August 1965, you
may be able to get the dealer to voluntarily
destroy the merchandise. If not, you should
bring the matter to the attention of the local
authorities. If the shipment was made after
August 1965, we can take action based on a vio-
lation of the Federal Insecticide, Fungicide,
and Rodenticide Act. In either case, you should
check the wholesaler or distributor from whom
purchased to determine if larger sized lots are
available., Seizure action will be taken when
possible." (Underscoring supplied.)

Our review showed that ARS inspectors located 15 lots
of products containing thallium during the period January 1
through June 30, 1967. ARS identified three of the 15 lots
as shipments made subsequent to September 1, 1965, and took
action to remove them from the market, We found further
that the remaining 12 lots were identified by ARS as ship-
ments made prior to September 1965 and that six of the 12
lots were voluntarily destroyed by the dealer, three lots
were referred to State authorities when the dealer refused
to voluntarily destroy the merchandise, and three lots were
removed from sale by the dealer pending return to the ship-
per for credit.
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On August 9, 1967, a representative of the General Ac-
counting Office visited about 20 retail stores in Washing-
ton, D.C., to determine whether products were being sold in
violation of Federal law. As a result, about 100 packages
of a product containing thallium were located and brought
to the attention of ARS. The merchandise, which had been
on the market prior to the cancellation of the registra-
tions in 1965 was removed from the market on August 31,
1967.

After notifying ARS of the availability of the thallium
products, we noted that an agency inspector canvassed 22
additional retail stores in Washington, D.C., and suburban
Maryland, The inspector located products containing thal-
lium in six, or about 27 percent, of the 22 outlets visited.
Furthermore, on January 29, 1968, a representative of our
Office located about 65 more packages of a product contain-
ing thallium in suburban Maryland. The products in these
instances--as previously--had been in marketing channels
prior to the cancellation of the registrations.

We were informed by ARS officials that, because of the
continuing availability to the public of thallium products,
three firms were requested in 1967 to make an effort to
locate and remove from the market stocks of products con-
taining thallium, We were informed also that ARS would
continue its surveillance for thallium products until such
products could no longer be found,

We believe that, under the provisions of the FIFRA,
appropriate information pertaining to locations and quan-
tities of products could have been obtained by ARS in con-
junction with its enforcement actions to seize products and
to cancel the registrations of the thallium products. In
our opinion, such information would be needed by ARS to
(1) evaluate the adequacy of its enforcement actions,

(2) determine the types of supplemental actions, if any,
that may be necessary to protect the interests of the pub-
lic, and (3) facilitate efforts to locate and remove un-
desirable products from the market.

13
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Alleged violators of the FIFRA not
reported for prosecution

Our review showed that during the 13-year period from
February 1955 through February 1968, alleged violators of
the FIFRA were not reported to the Department of Justice
for prosecution even though, in some instances, prosecution
of such violators, in our opinion, appeared warranted.

We found that, during fiscal year 1966, ARS notified
242 shippers of pesticide products that criminal proceed-
ings against them were contemplated. The charges to be
brought against the 242 shippers involved 456 samples of
products that were determined by ARS to be in major viola-
tion of the act. We found that 77, or about 32 percent, of
the shippers were responsible for 291, or about 64 percent,
of the samples violating the law. According to ARS records,
each of the 77 shippers had violated the law on more than
one occasion in fiscal year 1966 and two of the shippers
were known by ARS to have violated the law on 20 separate
occasions during this period, as illustrated by the follow-
ing table.

Number of Number of samples in
shippers violation per shipper

20
10

35

In our opinion, such statistics indicate that misbranded,
adulterated, or unregistered products are shipped most often
by the same firms.

According to ARS internal operating guidelines, action
to report violators for prosecution is resorted to only

14
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when all other methods have failed to obtain required cor-
rections, such as when a firm has had several major viola-
tions and apparently has made little or no effort to bring
its products into compliance with the act. In accordance
with section 6.c. of the FIFRA, the purpose of the notifica-
tion of contemplated prosecution is to list the alleged vi-
olations and to offer a firm an opportunity to make any ex-
planation desired within 20 days.

During our review, we noted a lack of action by ARS to
report firms for prosecution even in instances when notifica-
tions of contemplated prosecutions were ignored.

For instance, our review showed that ARS collected a
sample of a hospital disinfectant in Portland, Oregon, on
January 25, 1965. The shipping records collected with the
sample indicated that the product was shipped to the dealer
in Portland from the manufacturer in Chicago, Illinois,
during June and October 1964. The sample, a report of the
collection, and shipping records related to the containers
at the one location in Portland were sent on January 29,
1965, to an ARS bacteriology laboratory in Beltsville,
Maryland.

On February 19, 1965, ARS completed its analysis of
the sample. The analysis showed that the product was in
violation of the FIFRA because, when used as directed, it
could not be relied upon to kill a bacteria (staphylococcus)
that causes drug-resistant bacterial infection, although
this claim was made on the label. On March 4, 1965, ARS,
as a result of the analysis, determined that the product
was not effective as a hospital disinfectant and that en-
forcement action should be instituted.

On June 1, 1965, ARS informed the shipper of the dis-
infectant that prosecution under the provisions of the FIFRA
was contemplated for shipping a product in violation of the
law. In response to ARS, the shipper requested on Au-
gust 3, 1965, that a sample of the deficient product be
made available for analysis so that a confirmation or denial
of the ARS charges could be made.

On September 14, 1965, ARS sent a sample of the defi-
cient product to the shipper and informed him that his case
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would be held open for the time necessary to study and com-
ment on the sample. In a letter dated December 20, 1965,
ARS again informed the shipper that the case was being held
open and that the receipt of his explanation to the contem-
plated prosecution was pending. We noted, however, that in
a memorandum dated March 4, 1966, ARS, in discussing the
contemplated prosecution, concluded that the examination of
samples from future shipments of the product should be
made. ARS stated that:

"A subsample of our official sample was forwarded
on September 14, 1965 for his [shipper's] confir-
mation of sample failure. We have not received
any reply to this letter nor to our follow-up
letter of December 20, 1965. In view of the fact
that the firm has had ample time to run tests to
confirm our findings to their satisfaction, and
has not replied to our follow-up letters above,
it is recommended that this case be placed in
Temporary Abeyance [held open] pending examina-
tion of samples from future shipments of the
product." ;

Our review showed that on June 15, 1965, ARS had col-
lected another sample of the hospital disinfectant from a
different shipment to the same dealer in Portland, Oregon.
The sample was sent on June 18, 1965, to the bacteriologi-
cal laboratory in Beltsville, Maryland. On July 16, 1965,
the laboratory reported that the product was again in vio-
lation of the FIFRA in that the labeling made claims to be-
ing a disinfectant which kills an antibiotic resistant bac-
teria; whereas, when used as directed, the product would
not kill the bacteria or disinfect hospital instruments,
utensils, and equipment or hospital operating rooms, deliv-
ery rooms, nurseries, maternity wards, and patient rooms.
The laboratory report recommended that the product be
seized and the shipper of the product be notified of ARS's
intention of prosecuting him in an action separate from the
seizure of the product.

On July 30, 1965, ARS, in justifying the need for the
enforcement actions, stated that:
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"The product is represented as a hospital disin-
fectant. *** When used as directed, the product
would not be effective as a hospital disinfec-
tant. A previous sample of this product I.D.
No. 47076, was obtained at the same dealer and
found to be ineffective."

On August 30, 1965, ARS informed the shipper that
prosecution under the provisions of the FIFRA was also con-
templated for shipping the second disinfectant. 1In a
follow-up to this contemplated prosecution, ARS, in an Oc-
tober 22, 1965, letter to the shipper, stated that:

"No reply has been received and the matter is be-
ing called to your attention in the belief that
it may have been overlooked. We should point out
that once a regulatory action of this type has
been initiated, we do not have the authority to
hold the matter open indefinitely."

We noted, however, that on March 22, 1966, ARS again deter-
mined that additional samples should be collected and that
the case would be held open.

Our review showed that during fiscal year 1966 ARS
collected 127 samples of products manufactured by the ship-
per, of which 36, or about 28 percent, were determined by
ARS to be in violation of the FIFRA. Our review showed
further that the shipper was notified of contemplated pros-
ecutions on six separate occasions involving 20 samples
that were determined by ARS to be in major violation of the
law. We found, however, that in po instance was the en-
forcement action taken to report the shipper to the Depart-
ment of Justice for prosecution. Moreover, we noted that,
from the end of fiscal year 1966, the shipper of the hospi-
tal disinfectant had continued to violate the provisions of
the FIFRA.

For instance, we noted that in October 1966, ARS can-
celed the registration of the hospital disinfectant. The
cancellation was made pursuant to the failure of the manu-
facturer to comply with revised labeling requirements of
the FIFRA. The changed labeling requirements were brought
about by an amendment to the FIFRA on May 12, 1964, and
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revisions of the regulations under the FIFRA. The manufac-
turer was notified of the new labeling requirements on
September 15, 1964, December 7, 1965, and August 1, 1966.
Nevertheless, our review showed that in August 1967, ARS
collected a sample of the unregistered product that was
shipped in interstate commerce during May 1967.

The sample was tested by ARS on September 21, 1967.
The laboratory tests showed--as on previous occasions--
that, in addition to being unregistered, when the product
was used as directed, it could not be relied upon as a hos-
pital disinfectant. The laboratory report again recommended
that the shipper be informed of a contemplated prosecution.
We found, however, that on January 23, 1968, ARS determined
that this case also would be held open pending the examina-
tion of additional samples.

Our review showed that in other instances also shippers
ignored ARS notices of contemplated proceedings or did not
explain the causes of violations to the satisfaction of the
agency. We noted, however, that the ARS internal operating
guidelines did not set forth the follow-on procedures to be
used to determine when shippers that had allegedly violated
the law would be reported to the Department of Justice for
prosecution.

We believe that the lack of enforcement action by ARS
concerning the prosecution of shippers could impair the
achievement of the objective of pesticide regulation en-
forcement to protect the interest of the public. In our
opinion, the lack of action by ARS to report firms for
prosecution in serious or repeated cases could indicate to
the shippers involved--as well as to other shippers of
pesticide products--that major violations of the law would
be treated with minimum consequence. Moreover, any advan-
tages attached to the value of prosecutions as a deterrent
to future violations of the law would be nullified.

Legislation proposed
to improve regulation of pesticides

Our review showed that legislation proposed by the De-
partment of Agriculture to amend the FIFRA to provide for
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more effective regulation under the act was introduced in
the Senate on June 29, 1967 (S. 2057, 90th Cong.), and in
the House of Representatives on July 27, 1967 (H.R. 11846,
90th Cong.).

The identical legislation introduced in both houses
would add new tools with which to enforce the FIFRA, The
amendment, which was pending in the Congress as of May 1968,
would require registration of all establishments engaged in
making pesticides; permit inspection of establishments as
well as conveyances being used to transport, sell, or hold
pesticides in interstate commerce; and provide additional
controls, civil penalties, and injunctive authority to en-
force and restrain violations of the act.

According to the Department, the provision for regis-
tering establishments calls for the suspension of such reg-
istration if the establishments are not conducting opera-
tions in accordance with good manufacturing practice. Au-
thority for factory inspection would make it possible for
the Department to inspect the operations of a company to
ascertain whether proper materials, precautions, and con-
trols were being used.

The Department, in discussing the proposed legislation,
reported to the Congress that, under the provision for civil
penalties, violations could be handled which were of suffi-
cient importance to warrant some action other than a writ-
ten notice of warning, as presently provided for in the
FIFRA, but not of such nature as to warrant criminal prose-
cution. Moreover, as stated by the Department, injunctive
authority would make it possible to more effectively carry
out the responsibility of the Department to prevent the in-
terstate movement of pesticides.

On the basis of our review, we believe that the legis-
lation proposed by the Department would add valuable tools
with which to enforce the FIFRA and, if enacted and prop-
erly implemented, should tend to achieve more effective
regulation of pesticides. In our opinion, however, achiev-
ing proper enforcement of the FIFRA should include also the
implementation of improved procedures under existing provi-
sions of the law.




Conclusion

On the basis of our review, we believe that there is a
need for ARS to establish procedures for strengthening pes-
ticide enforcement actions that may be taken against mis-
branded, adulterated, or unregistered products or the ship-
pers of such products.

We found that, in taking actions against products, ARS,
with few possible exceptions, did not obtain product quan-
tity and location data to determine whether other shipments
of the same misbranded, adulterated, or unregistered prod-
ucts were available to the public in other locations.

In our opinion, the product quantity and location data
of the shippers is needed by ARS to (1) evaluate the ade-
quacy of its enforcement actions, (2) determine the types
of supplemental actions, if any, that may be necessary to
protect the interests of the public, and (3) facilitate ef-
forts to locate and remove undesirable products from the
market.

We found also that ARS internal operating guidelines
did not set forth the procedures to be used for determining
when shippers that have allegedly violated the law would be

reported to the Department of Justice for prosecution.

In our opinion, the lack of action by ARS to report
firms for prosecution in serious or repeated cases could
indicate to the shippers involved--as well as to other
shippers of pesticide products--that major violations of
the law would be treated with minimum consequence. More-
over, any advantages attached to the value of prosecutions
as a deterrent to future violations of the law would be
nullified.
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Recommendation to the Administrator,
Agricul tural Research Service

We recommend to the Administrator of ARS that procedures
be established and implemented involving the taking of en-
forcement actions, particularly with respect to (1) obtain-
ing shipping and product data and (2) reporting violators of
Federal law for prosecution,

By letter dated May 22, 1968 (see app. II), the Acting
Administrator, ARS, commented on the need for establishing
procedures involving pesticide enforcement actions, as dis-
cussed in this report, and agreed with our findings and rec-
ommendations,

In outlining the steps taken with respect to removing
violative products from the market, the Acting Administrator
commented on the use of seizure actions as well as the use
of recalls by the manufacturers of products, The Acting Ad-
ministrator stated that, in instances where a shipper re-
fused to voluntarily recall a product from the market, ARS
would (1) obtain data concerning shipments of the product
from the shipper or manufacturer as a first step in obtain-
ing the evidence necessary to support seizure actions and
(2) use shipping data as a basis for obtaining samples and
other documentary information relative to the product at
every location possible with a view toward initiating the
maximum number of seizure actions.

In commenting on the need to establish procedures in-
volving the prosecution of shippers, the Acting Administra-
tor stated that the present operating guidelines require
that cases be forwarded for prosecution in instances where
(1) the evidence indicates that the violation was willfull,
(2) the violation is of a serious nature and is the result
of apparent gross negligence, or (3) the company has engaged
in repeated violations.

The Acting Administrator stated also that a prosecution
file related to the shipper of the hospital disinfectant
discussed on pages 15 to 18 of this report had been prepared
by ARS and was currently being processed,
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NEED TO ESTABLISH FROCEDURES INVOLVING
PUBLICATIONS OF NOTICES OF JUDGMENTS

On the basis of our review, we believe that there is a
need for ARS to establish procedures which specify the fre-
quency of publishing notices of judgments of the courts in
cases arising under the provisions of the FIFRA, Section 6.e.
of the FIFRA requires that the Secretary of Agriculture, by
publication in such manner as he may prescribe, give notice
of all judgments entered in actions instituted under the au-
thority of the act.

According to ARS, which has been delegated the authority
of prescribing procedures necessary for the publication of
the judgments, the purpose of the publications is to dissem-
inate to the public--principally through libraries--the re-
sults of court decisions involving pesticide products and
the shippers of pesticide products. The publications in-
clude information as to the specific vioclations of the
FIFRA, the dates various legal actions are taken, and the
final decree of the court regarding the disposition of seized
goods and the penalty imposed on the violator.

Our review showed that ARS had not established proce-
dures to implement the provisions of section 6.e. of the
FIFRA, We found that, from the inception of the FIFRA in
1947, 18 publications summarizing the results of 515 judg-
ments had been issued by ARS. Our review of the 10 most
recent publications showed that such documents had been ap-
proved for publication at intervals averaging about 6 months.
We noted also that the number of judgments per publication
ranged from a low of 15 to a high of 35 and that a total of
245 judgments had been summarized in the documents,

We found, however, that the last such document had been
approved for publication by ARS in November 1964 and that as
of December 1967 there was an accumulation of about 250 judg-
ments of various Federal district courts throughout the coun-
try which had not been published. There follows, for this
period, a summary showing for 6-month periods the number of
unpublished judgments that became available for dissemina-
tion.




From Unpubl ished
Month judgments

Prior to

January
Janmuary June
July December
Jamuary June
July December
January June
July December

Total

Moreover, we noted, from projections by ARS, that enforce-
ment actions involving future judgments of the courts are
expected to total about 900 during the period of fiscal year
1968 through fiscal year 1970.

On October 26, 1967, we were informed by an ARS offi-
cial that continuation of the publications had been neglected
after the employee assigned to compiling information neces-
sary to the issuance of the documents had retired. However,
subsequent to our bringing the matter to the attention of ARS,
we were informed further that action to resume the publica-

tions was being taken.

It is our view that disseminating information on deci-
sions involving pesticide products and shippers of pesticide
products that violate the law contributes to the education
and welfare of users and prospective users of pesticides as
well as of other segments of the public., We therefore be-
lieve that procedures should be established by ARS to ensure
that such information is published and made available, to
the maximum extent practicable, on a frequent and regular
basis,

Recommendation to the Administrator,
Agricultural Research Service

We recommend to the Administrator of ARS that procedures
specifying the frequency of future publications of notices of
judgments be established and implemented.
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In his letter of May 22, 1968, the Acting Administrator
informed us that he anticipated that the backlog of notices
of judgments would be published by December 31, 1968, and
that thereafter ARS would publish notices of judgments at
intervals of not more than 6 months,
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SCOPE OF REVIEW

We reviewed (1) the legislative history and authority
which established the pesticide enforcement activity,
(2) pertinent policies, procedures, and practices estab-
lished by the Department and ARS for carrying out enforce-
ment actions to seize products, prosecute shippers, and
cancel product registrations, and (3) certain information
of the Food and Drug Administration and the Public Health
Service, Department of Health, Education, and Welfare re-
lated to enforcement activities.

OQur review, performed principally in the offices of
the Pesticides Regulation Division of ARS at Washington, D.C.,
included visits to retail outlets selling pesticides in the
States of Maryland and Virginia and in the District of
Columbia.
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APPENDIX I
PRINCIPAL OFFICIALS OF

THE DEPARTMENT OF AGRICULTURE
RESPONSIBLE FOR ADMINISTRATION
OF ACTIVITIES DISCUSSED IN THIS REPORT

Tenure of
From

DEPARTMENT OF AGRICULTURE

SECRETARY OF AGRICULTURE:
Orville L, Freeman Jan, 1961 Present

DIRECTOR OF SCIENCE AND EDUCATION:
Nyle C. Brady Dec. 1963 Aug. 1965
George L. Mehren (note a) Sept. 1965 Present

AGRICULTURAL RESEARCH SERVICE

ADMINISTRATOR:
Byron T. Shaw June 1954 Mar. 1965
George W. Irving, Jr. Mar. 1965 Present

DEPUTY ADMINISTRATOR, REGULATORY
AND CONTROL:
Robert J. Anderson . Nov. 1966
Francis J. Mulhern (acting) May 1967
Francis J. Mulhern Present

DIRECTOR, PESTICIDES REGULATION
DIVISION:
Justus C. Ward Nov. 1961 June 1966
Harry W. Hays July 1966 Present

8By a memorandum dated October 5, 1965, the Secretary of
Agriculture delegated the duties and responsibilities of
the Director of Science and Education to Dr. George L.
Mehren, Assistant Secretary for Marketing and Consumer
Services, pending the appointment of a new Director.

29




APPENDIX II

UNITED STATES DEPARTMENT OF AGRICULTURE

AGRICULTURAL RESEARCH SERVICE
WASHINGTON, D.C. 20250

OFFICE OF ADMIMIBTRATOR

MAY 22, 1968

Mr. Victor L. Lowe
Associate Director
United States General
Accounting Office
Washington, D.C. 20548

Dear Mr. Lowe:

This is in response to your request for our comments on the draft of your
proposed report to the Congress on the need to improve regulatory enforce-
ment procedures involving pesticides, Agricultural Research Service,
Department of Agriculture.

First of all, let me say that we appreciate the opportunity to comment on
your report. We also appreciate the spirit in which your investigation
was conducted and the attitude of the members of your steff who partici-
pated in the investigation. Your investigetion is in harmony with, end
supplementary to, our own continuing study of our enforcement policy and
procedures under the Federal Insecticide, Fungicide, snd Rodenticide Act.
And the objectives of your recommendations, as set forth in your report,
coincide with our aims in effectively carrying out the provisions of the
Act. I am sure that the findings in your report will be of benefit to
us in our future evaluations of enforcement activities under the Act.

The principal findings in your report are (1) that enforcement actions
may not have removed misbranded, adulterated, or unregistered products
from the market, (2) that repeated violators of the Federal Insecticide,
Fungicide, and Rodenticide Act have not been prosecuted, (3) that pro-
posed legislation, if enacted and properly implemented, would achieve
generally more effective regulation of pesticides, and (&) that there is
a need to establish procedures involving publicetions of notices of
Judgments. We cannot disagree with these findings. In fact, we have
recognized the need for more effective enforcement action in the areas
covered by your report and have taken steps which we believe will greatly
strengthen and improve our enforcement program in these areas.

In your meetings on the proposed report with members of our steff, you
have emphasized the desirability for a direct response to the report.

In view of what has been said above, we do not feel it necessary to com-
ment in detail on your basic findings. Instead, we believe that the

most direct response to your report is to inform you of the glgnificant
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changes which have been made in our enforcement policy and practice since
the period covered by your investigation, and of our present enforcement
activities as they relate to the matters referred to in the report.

In setting forth certaln of the changes which have taken place in our
enforcement policy and practice, we wish to emphasize that we are still
in a transitional stage. As you are aware, the changes which we are
making require time--and personnel--to fully accomplish. Because of
present personnel limitations and budget questions, we are unsble to
accurately pinpoint how and when we will be able to completely implement
the enforcement policy which is presently in effect. However, we hope
the discussion below will not only inform you of our present policy and
practice in the areas covered by your report, but alsc inform you of
additional steps we intend to take in these areas.

I. Removal of Violative Products from Market

A. Seizure and Recall Actions

Section 9 of the Act authorizes the seizure of products found to be in
violation of certain provisions of the Act. This is the only direct
authority in the Act for the removal of vioclative products from channels
of trade.

Seizure actions under the Act have increased as our sampling program and
analytical work have increased. In fiscal 1967, 189 seizure actions
were initiated. During the first six months of fiscal 1968, 240 seizures
were processed. We believe that this increased seizure activity has had
an effect beyond the removal of violative products from the market. In
our opinion, there has been a commensurate increase in the awareness on
the part of industry that enforcement is being emphasized under the Act.
This opinion is based primarily upon the numerous telephone calls and
meetings we have had relative to our seizure actions, and the represen-
tations by members of industry of their desire to cooperate with the
Department in our efforts to carry out the provisions of the Act.

However, in spite of this notable increase in the number of seizures
under the Act, we recognize that the effectiveness of seizure actions

is limited by the nature of the enforcement action itself. Due to the
length of time which it takes to process actions in this Department and
the United States Attorneys' offices, there are inevitably a certain mm-
ber of cases in which seizure action is recommended but where no product
is found to seize., In addition, only the particular emount of product
from which a sample is obtained is affected by any one seizure action.

During the past year we have reviewed, and we are continuing to review,
our seizure program with a view toward meking more effective use of our
seizure authority. We do not believe that exercise of our seizure author-
ity, in and of itself, can effectively remove all violative products from
the market. We do believe, however, that the seizure authority can be an
effective enforcement tool when used in conjunction with, and as an
integral part of, other enforcement procedures.
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The Federsl Insecticide, Fungicide, and Rodenticide Act contains no pro-
vision releting to the recall of products. However, we believe that
cooperative action by a manufacturer in recalling defective or hazardous
products is the most efficient and effective means of removing such
products from channels of trade.

For our purposes, recalls fall into two general categories--company ini-
tiated recalls and Pesticides Regulation Division initiated recalls. A
company initiated recall is one in which the manufacturer takes steps to
withdraw the product from the market, without a request from the Pestl-
cides Regulation Division, upon being informed of the Divieion's findings
with respect to a particular shipment. Attachment 1 /See GAQ note 7 lists
thirty instances, primarily in the months of November and December 1967,
where companies have voluntarily withdrawn products from the market, or
brought outstanding shipments of products into compliance with the Act,
following citations. Such recalls have noticeably increased in recent
months. We expect this type of voluntary cooperative action on the part
of industry to further increase,

A Pesticides Regulation Division initiasted recall is one in which the
Division specificelly requests a manufacturer to withdraw a product from
channels of trade. Normally, such a request to a mamufacturer would not
be made until documentary evidence was available to support strong legal
action. In extreme cases, such as a case involving a potentially haz-
ardous product, we would make such a request without the necessary
documentery evidence to support legal action.

During the last six months of 1967, four recalls of products were ini-
tiated by mamufacturers at our request:

1. Wyandotte Chemicals Corporation--Loxene and Loxsit (penta-
chlorophenol). All salesmen, distributors, and customers
of company were directly contacted and 21,450 pounds of
Loxene and 9,187 pounds of Ioxsit were returned.

American Riverside Compeny, Inc.,--U-MIL-0-IMC (sodium
pentachlorophenate). All salesmen, distributors, and cus-
tomers of company were directly contacted and 385 gallons
of this product withdrawn.

F. C. Stuartevant Company--Lilly's Ant Cups (scdium arse-
nate--ant bait packeged in bottle caps). All distributors
and dealers of company contacted. Interim report shows
that 1,511 dozen returned to company and 14,760 units
being held by company for destruction.

0. E. Iinck Company--Tat-Mo-Go (strychnine sulphate).
Recall letters sent to 128 consignees. Interim report
shows 469 dozen returned to company. Company inventory
of 40,000 packaged units being held for relabeling.

GAO note: Agency attachment not included in this report.
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In the above actions, the recalls were supervised by a Supervisory Inspec-
tor of the Pesticides Regulation Division. This included supervision of
company action in sending recall notices to all consignees or customers,
and the reviewing of replies and responses to the recall action. Destruc-
tion, relebeling or other disposition of the returned merchandise is also
under the supervision of our Supervisory Inspectors. The completeness

of the action in the above cases, &s in any other recall action, is
Judged upon the basis of the responses received to the recall notices.

We intend to make increased use of recalls in our enforcement program.
It is our intention to initiate a recall action in cases involving prod-
ucts which are hazardous or completely ineffective. It is believed that
increased use of the recell procedure is consistent with our enforce-
ment objective of obtaining meximum public protection with the least
expenditure of public funds.

In your report it is recommended that procedures be established with
Trespect to obtaining product shipping and location data to assure that
pesticide products which represent the greatest health hazard are
afforded the necessary depth of coverage. The obtaining of this data
would become important if a shipper refused to voluntarily recall a
product in a situation where we felt the recall of the product from the
market was necessary. In any such case, we would obtain data concerning
shipments of the product from the shipper or manufacturer as a first
step in obtaining the evidence necessary to support seizure actions. We
would use shipping data as a basis for obtaining semples and other docu-
mentery information relative to the product at every location possible
with a view toward initiating the maximum number of seizure actions.

II. Criminal Procedure

A. Citations

Our citation procedure (notice of contemplated proceedings) is part of

the criminal procedures set forth in Section 6 of the Act. This Section
provides that whenever economic poisons or devices are found to be in
violation of the Act, a notice shall be given to the person egainst whom
criminal proceedings are contemplated. This citetion procedure is appli-
cable to all criminal violations of the Act and is a statutory prerequisite
to criminal prosecution. The primary purpose of this procedure is to give
the person cited an opportunity to submit any facts or explenation relevant
to the alleged violation.

Because of the nature and purpose of the citation procedure, we believe
it to be our most effective enforcement tool. However, to be effective
in accomplishing the purposes of the Act, we also believe it must be
utilized as something more than & routine notice of violation--and the
person cited must be aware of the true purpose and nature of the citation.
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We carefully review the answer to each citation from the standpoint of
(1) the nature of the violetion, (2) the explanation given by the person
cited as to the reason for the alleged violation, and (3) the assurances
given that such violation will not recur. These matters are also empha-
sized in all our meetings and discussions with industry representatives
concerning the alleged violation. With the setting up of a section to
handle prosecutions, we have emphasized these matters in our citation
charge sheets (See Attachment 2). [See GAO note. |

Uncer Section 6 of the Act we are not required to send to the Department
of Justice for prosecution any matter where we make a determination that
the public interest will be served by a suitable written notice of warn-
ing. We are now specifically celling to the attention of the person
cited that our "closing" letter is intended to serve as & notice of
warning under Section 6 (See Attachment 3). [See GAO note. ]

We believe that through our citation procedure we can most effectively
obtain corrective action, not only with respect to the perticular product
involved, but also with respect to the entire product line of the company
cited. For example, we have been informed by companies that as a result
of our citations they have taken steps to (1) review all manufacturing
procedures to reduce or eliminate contaminations, (2) set up quality con-
trols to assure the effectiveness of their products, and (3) initiate a
complete label review for all products. In addition, as noted above,
mumerous companies have as a result of our citations initiated a recall
of violative products.

B. Prosecutions

In your report you indicate that prosecutions under the Act are necessary
for a strong enforcement program. We sgree. Not only are prosecutions
contemplated by the Act, but the enforcement of the Act through criminal

prosecutions supports and strengthens our other enforcement activities as
well.

In December 1967 a Prosecutions and Imports Section was created in the
Pesticides Regulation Division. This Section became sufficiently staffed
in Jemuary 1968 so that work could be commenced on setting up procedures
for the handling of prosecutions. We are currently reviewing all cases
in the recent past to determine whether criminal prosecution should be
recommended .

On page 19-23 of your report, you refer to numerous alleged violations
of the Act on the part of a shipper of disinfectants. We are awere of
the past history of this company and a review of all actions relative to
this company during the past year became the first order of business of
the Prosecutions and Imports Section. A prosecution file relating to
this company has been prepared and is currently awaiting review,

GAO note: Agency attachment not included in this report.
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The present operating guidelines for the referral of cases for prosecu-
tion are that we will forwerd for prosecution cases where (1) the
evidence indicates that the violation was willful, (2) the violation is
of a serious nature (e.g,, significant deficiency of active ingredient
or contamination) and is the result of apparent gross negligence, or (3)
the company has engaged in repeated violations,

III. Related Enforcement Activities

During the past year significant changes have been made in our enforce-
ment activities in other areas. Although certain of these areas were
not specifically referred to in your report, our enforcement activities
in these areas are directly related to the removal of violative products
from channels of trade. For this reason, we will refer to them briefly.

A. Imports

It is the responsibility of this Department and the Department of the
Treasury to jointly regulate the importation of all economic poisons

and devices. Effective regulation of imported pesticides and pesti-
cidal devices is essential if we are to prevent violative imported
products from reaching the ultimate consumer. During the past year,

vwe have made a complete review of our import program and have initi-

ated procedures designed to more effectively regulate the importation

of pesticides into this country. Attachment U ﬁﬁée GAD note;7 sets forth
our present policy and procedures with respect to imports.

B. Cooperation with States

We believe that the removal of violative products from the market can be
more effectively accomplished if close liaison exists between the Depart-
ment and State regulatory agencies. The Act contemplates that the
Department will cooperate with State regulatory agencies in carrying out
the provisions of the Act. While close cooperation has existed between
the Division and State agencies in the registration of products, there
has been no practical or effective cooperative program in the area of
enforcement. During the past Yyear, the Pesticides Regulation Division
held four regional conferences to which State regulatory officials

were invited. One of the primary purposes of these conferences was to
discuss enforcement problems with State officials, and to explore the
areas in which there could be effective cooperation between the Federal
and State agencies.

As a result of our meetings with State officials, we intend during the
next fiscal year to make certain recommendations to the States which, if
agreeable to any of the State agencies, will, in our opinion, improve the
efficiency of Federal--State regulatory activity in the pesticide chemical
field. These recommendations will involve (l) the referral by Pesticides
Regulation Division to the States of cases involving apparent violations
of both the Federal and State acts, but where specific evidence establish-
ing Federal Jurisdiction is lacking, (2) the direct referral to our

GAO note: Agency attachmen% not included in this report.
)




179

Supervisory Inspectors of State analytical reports, (3) the establishment
of a procedure whereby States are informed of registration cancellations
{nvolving potentially hazardous products, and (4) the establishment of a
procedure whereby States are informed of recalls initiated by Pesticides
Regulation Division.

1V. Legislation

In your report you stated that proposed legislation, if enacted and prop-
erly implemented, would achieve generally more effective regulation of
pesticides. As you know, legislation of the type referred to in your
report was drafted by the Department in 1965 and was transmitted to the
Congress in August of that year. The proposed legislastion was intro-
duced in Congress in 1965 and again in 1967. It is presently pending

in the Congress.

V. DNotices of Judgment

You noted in your report that notices of judgment under the Federal
Insecticide, Fungicide, and Rodenticide Act had not been published since
November 196l and recommended that procedures involving the frequency
of future publications of notices of judgment be established and imple-
mented. You also noted that action to resume the publications has been
taken.

Work on a new formst for notices of judgment was commenced in June of
1967. To date 100 notices have been prepared. There are presently
pending 375 cases which require notices. Due to the limited staff in
the Enforcement Branch, it is impossible to state when this backlog
will be eliminated. However, it is anticipated that we will be cur-
rent in our publication of notices by the end of this year. Thereafter,
we intend to publish notices of judgment at intervaels of not more than
six months.

Sumnmary

Our primary enforcement objective under the Federal Insecticide, Fungi-
cide, and Rodenticide Act is to uniformly enforce all the provisions of
the Act through all means availsble to us under the statute. Our yard-
gticks for measuring enforcement activity are whetherfsuch activity is

within the framework established by the Congress, and whether the par-

ticuler enforcement action is best suited to accomplish the purposes of
the Act.

Tt is our belief that the effectiveness of an enforcement progrem cannot
be judged solely upon the basis of numbers, i.e., numbers of citations,
seizures, and prosecutions. An effective enforcement program should not
be, merely, punitive in nature, but should emphasize corrective action.
Tts principal aim should be compliance, not punishment.
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Ideally, we should expect an effective enforcement Program to reduce vio-
lations under the Act. We believe that the best means to accomplish this
end are:

1. A strong enforcement program in which we firmly, but fairly,
enforce the provisions of the Act. Awareness on the part of
industry that the Department can and will monitor industry
activities and that strong enforcement action will be taken
where warranted, should, by itself, go a long way to achiev-
ing compliance with the Act's provisions.

2. Cooperation by industry. We emphasize that industry also
has an enforcement responsibility, and that our enforcement
program under the Act includes cooperative industry action
in any problem area.

Sincerely yours,

2 /}( 17

R. J. Anderson
Acting Administrator

A ONes, 3 s CAD Motes)

GAO note: Agency enclosures not included in this report.
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.

COMPTROLLER GENERAL OF THE UNITED STATES

WASHINGTON, D.C. 208548

B-133192

To the President of the Senate
and the Speaker of the House of Representatives

This is our report on the need for the Agricultural
Research Service of the Department of Agriculture to re-
solve questions of safety involving certain registered uses
of lindane pesticide pellets,

Copies of this report are also being sent to the Direc-
tor, Bureau of the Budget, and to the Secretary of Agriculture

.

s (7.

Comptroller General
of the United States
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COMPTROLLER GENERAL'S NEED TO RESOLVE QUESTIONS OF SAFETY INVOLVING
REPORT TO THE CONGRESS CERTAIN REGISTERED USES OF LINDANE PESTICIDE
PELLETS
Agricultural Research Service
Department of Agriculture B-133192

DIGEST

WBY THE REVIEW WAS MADE

The Federal Insecticide, Fungicide, and Rodenticide Act requires the
registration of all pesticide products with the Department of Agricul-
ture before these products can be shipped across State lines. The Ag-
ricultural Research Service (ARS) of the Department is responsible for
administering the law.

Before ARS registers-a pesticide, the manufacturer must provide scien-

tific evidence proving that its product is effective against particular
pests. The manufacturer also must demonstrate that the product is safe
when used as directed.

ARS has registered about 100 products using the chemical lindane in
pellet form to kill certain crawling and flying insects--roaches, sil-
verfish, flies, mosquitos, gnats, etc. About half these products are
registered for use in continuously operating vaporizers in commercial
and industrial establishments.

The General Accounting Office (GAO) reviewed ARS policy of registering
lindane pellets, because information obtained in a previous review of
ARS regulatory activities indicated that problems existed in register-

ing such products.
FINDINGS AND CONCLUSIONS

ARS registers lindane pellets for use in continuously vaporizing de-
vices in commercial and industrial establishments--such as restaurants
and other food handling businesses--even though the Public Health Ser-
vice, Food and Drug Administration and other Federal, State and private
organizations have long opposed this use.

These organizations have questioned the adequacy of the scientific data
available to prove that continuous vaporization of lindane pellets is
safe in certain commercial and industrial establishments.

ARS has not resolved this question of safety as raised by these organi-
zations. Nor has ARS taken action to restrict or disapprove the use of
lindane pellets in vaporizers in certain commercial and industrial es-
tablishments.

GAD believes that this situation emphasizes the need for ARS to act to
resolve this question of safety to human health.

Tear Sheet
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The comments on this report by the American Medical Association, The
President's Science Advisory Committee, and the Department of Health,

Education, and Welfare are included as appendixes II, III, and IV, re-
spectively,

RECOMMENDATIONS OR SUGGESTIONS

The Secretary of Agriculture should review the ARS policy of register-
ing lindane pellets, with a view toward resolving the question of safety
to human health.

AGENCY ACTIONS
ARS plans to meet with

--representatives of other Federal agencies to determine steps necessary
to resolve lindane problems, and

--medical experts who serve as collaborators to ARS for advice and
counsel on the use of pesticides. (See p. 20.)

ISSUES FOR FURTHER CONSIDERATION

None.

LEGISLATIVE PROPOSALS

None.




Appendix Page

Letter dated November 1, 1968, from
the Administrator, Consumer Pro-
tection and Environmental Health
Service, Public Health Service,
Department of Health, Education,
and Welfare, to the General Ac-
counting Office

Letter dated November 27, 1968, from
the Director of Science and Educa-
tion, Department of Agriculture,
to the General Accounting Office
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COMPTROLLER GENERAL'S NEED TO RESOLVE QUESTIONS OF SAFETY INVOLVING
REPORT TO THE CONGRESS CERTAIN REGISTERED USES OF LINDANE PESTICIDE
PELLETS
Agricultural Research Service
Department of Agriculture B-133192

WHY THE REVIEW WAS MADE

The Federal Insecticide, Fungicide, and Rodenticide Act requires the
registration of all pesticide products with the Department of Agricul-
ture before these products can be shipped across State lines. The Ag-
ricultural Research Service (ARS) of the Department is responsible for
administering the law.

Before ARS registers a pesticide, the manufacturer must provide scien-

tific evidence proving that its product is effective against particular
pests. The manufacturer also must demonstrate that the product is safe
when used as directed.

ARS has registered about 100 products using the chemical lindane in
pellet form to kill certain crawling and flying insects--roaches, sil-
verfish, flies, mosquitos, gnats, etc. About half these products are
registered for use in continuously operating vaporizers in commercial
and industrial establishments.

The General Accounting Office (GAO) reviewed ARS policy of registering
lindane pellets, because information obtained in a previous review of
ARS regulatory activities indicated that problems existed in register-

ing such products.

FINDINGS AND CONCLUSIORS

ARS registers lindane pellets for use in continuously vaporizing de-
vices in commercial and industrial establishments--such as restaurants
and other food handling businesses--even though the Public Health Ser-
vice, Food and Drug Administration and other Federal, State and private
organizations have long opposed this use.

These organizations have questioned the adequacy of the scientific data
available to prove that continuous vaporization of lindane pellets is
safe in certain commercial and industrial establishments.

ARS has not resolved this question of safety as raised by these organi-
zations. Nor has ARS taken action to restrict or disapprove the use of
lindane pellets in vaporizers in certain commercial and industrial es-
tablishments.

GAO believes that this situation emphasizes the need for ARS to act to
resolve this question of safety to human health.

3
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The comments on this report by the American Medical Association, The
President's Science Advisory Committee, and the Department of Health,
Education, and Welfare are included as appendixes II, III, and IV, re-
spectively.

RECOMMENDATIONS OR SUGGESTIONS

The Secretary of Agriculture should review the ARS policy of register-
ing lindane pellets, with a view toward resolving the guestion of safety
to human health.

AGENCY ACTIONS
ARS plans to meet with

-=representatives of other Federal agencies to determine steps necessary
to resolve lindane problems, and

--medical experts who serve as collaborators to ARS for advice and
counsel on the use of pesticides. (See p.20.)

ISSUES FOR FURTHER CONSIDERATION

None.

LEGISLATIVE PROPOSALS

None.
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INTRODUCTION

The General Accounting Office has examined into the
policy of the Agricultural Research Service, Department of
Agriculture, of registering, for use in vaporizing devices,
pesticide pellets containing the chemical lindane. Our re-
view was made pursuant to the Budget and Accounting Act,
1921 (31 U.S.C. 53), and the Accounting and Auditing Act of
1950 (31 U.S.C. 67) and was directed primarily to an inquiry
into the registration of lindane pellets rather than to the
general matter of product registrations or the administra-
tion of other activities of the Department or ARS that in-
volve pesticides.

Our review of registration matters relating to lindane
pellets was performed because, during a previous review of
a Department activity involving pesticides (see General
Accounting Office report to the Congress on Need To Improve
Regulatory Enforcement Procedures Involving Pesticides,
Agricultural Research Service, Department of Agriculture,
dated September 10, 1968, B-133192), we noted that certain
ARS enforcement problems were associated with the registra-
tion of lindane pellets. The scope of our review is de-
scribed on page 23.

BACKGROUND

The Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA) of 1947 (7 U.S.C. 135) provides the basic legal
authority for regulating the interstate marketing of pesti-
cides to protect the interests of both the user of pesti-
¢ides and the consumer of products protected by pesticides.
The Secretary of Agriculture is responsible for administer-
ing and enforcing the FIFRA., Authority for implementing
the FIFRA is delegated to the Pesticides Regulation Division
(PRD) of ARS.

The FIFRA provides that every commercial pesticide for-
mulation must be registered with the Department of Agricul-
ture before it can be sold in interstate commerce. Accord-
ing to the Department, over 60,000 pesticide formulations
based on more than 900 individual chemical compounds have
been registered during the last 2 decades. Registration is
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valid for a period of 5 years, after which registrants are
required by ARS to reregister products. Before registration
is granted, a pesticide must meet tests proving its claimed
effectiveness against a particular pest or pests and demon-
strating its safety when used as directed.

Federal regulations (7 CFR 362) provide that a regis-
tration may be canceled at any time if it appears that a
pesticide does not warrant the proposed claims for it or
does not otherwise comply with the act. In accordance with
section 4.c. of the FIFRA, a cancellation of registration
is effective 30 days after the registrant has been notified
of the action unless within such time the registrant
(1) makes the necessary corrections, (2) files a petition
requesting that the matter be referred to an advisor{ com-
mittee selected by the National Academy of Sciences,™ or
(3) files objections and requests a public hearing.

Under formal agreement with the Department of Agricul-
ture, the Departments of Health, Education, and Welfare
(HEW) and Interior review the applications for pesticide
registrations to ensure reflection of health and conserva-
tion viewpoints, as well as submit advisory opinions to the
Department of Agriculture for its use in making registration
decisions.

In accordance with the agreements, the Public Health
Service (PHS) of HEW reviews proposed pesticide container
labels to make sure that (1) caution statements are clear
and appropriate in terms of what is known about the toxicity
of the formulation ingredients, (2) products will not create
a human hazard under the conditions of use, (3) antidote
statements are complete and accurate for the chemicals used
and reflect up-to-date medical information, and (4) proper
chemical names are listed and have trade names correctly in-
dexed to them.

1The National Academy of Sciences is a nonprofit quasi-
official agency of the Federal Government consisting of
scientists and engineers who, when called upon by a Govern-
ment agency, investigate, examine, experiment, and report
on any subject of science or art.

33-145 0—69——13
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In addition other public and private organizations--
such as the Food and Drug Administration (FDA) of HEW and
the American Medical Association--have interests involving
pesticides that are registered for use in this country.

As part of the registration requirements, the Depart-
ment of Agriculture regulates the content of labels for
pesticide products under the provisions of section 4 of the
act., Federal regulations require that warning and caution-
ary statements be displayed on the labels of pesticides.

The nature and scope of the safety claim on the label must
conform to proven facts and all labels must bear registra-
tion numbers indicating that the product has been accepted
by the Department as adequate to permit both safe and effec-
tive use when container directions are followed.

Section 2.z.(f) of the FIFRA states that products reg-
istered under the act are misbranded if any word, statement,
or other information required by or under authority of the
act appears on the label or labeling and is not (1) promi-
nently placed thereon with such conspicuousness (as compared
with other words, statements, designs, or graphic matter in
the labeling) and (2) in such terms as to render it likely
to be read and understood by the ordinary individual under
customary conditions of purchase and use.

According to ARS policy (Registration Policy for Lindane
Vaporizers, dated October 17, 1961), lindane pellets, which
emit toxic vapors from vaporizing devices, are accepted for
registration by ARS on the basis that the pellets will be
used in either of two particular types of devices. One is
a continuously operating thermally regulated type of vapor-
izer which has been accepted for use in commercial and in-
dustrial establishments. The other type of equipment (fumi-
gator), which is intended to vaporize a fixed amount of
lindane within a short period of time under rigidly pre-
scribed conditions, is acceptable for intermittent use in
the home.

The policy also specifies that the directions for using
the continuously operating type of vaporizer in commercial
and industrial establishments should warn against contami-
nating food or food handling surfaces. Lindane pellets used
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in the vaporizing devices have been accepted for registra-
tion by ARS since the early 1950's.

According to ARS, there are about 100 registrations of
lindane pellets, approximately 50 of which provide for use
of the pellets in continuously operating vaporizers in com-
mercial and industrial establishments. Estimates of commer-
cial and governmental sources indicate that millions of the
vaporizers have been sold. The use of these products is in-
tended for killing certain crawling and flying insects, such
as roaches, silverfish, flies, mosquitos, and gnats.

Because of general public interest in the subject of
pesticides, the President of the United States approved for
publication, on May 15, 1963, a report containing the recom-
mendations of his Science Advisory Committee on the use of
pesticides. Government agencies were directed by the Presi-
dent to implement the recommendations of the committee, in-
cluding matters for which the Department of Agriculture was
responsible. Similarly, in November 1965, a report of the
President's Science Advisory Committee on restoring the
quality of our enviromment was published containing recom-
mendations on pesticides for the consideration of the De-
partment of Agriculture.

The principal officials of the Department of Agricul-

ture responsible for matters involving the registration of
lindane pellets are listed in appendix I to this report.
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FINDINGS AND RECOMMENDATION

NEED TO RESOLVE QUESTIONS OF SAFETY
INVOLVING CERTAIN REGISTERED USES OF
LINDANE PESTICIDE PELLETS

On the basis of our review, we believe that there is a
need for ARS to resolve questions of safety involving cer-
tain uses by the public of pesticide pellets containing the
chemical lindane.

We found that ARS registers lindane pellets for use in
vaporizing devices on a continuous basis in certain commer-
cial and industrial establishments--such as restaurants and
other food handling establishments--even though there has
been long-term opposition to this practice by PHS and FDA as
well as other Federal, State and private organizations.

Our review showed that the controversy associated with
the use of the pellets stems from varying conclusions as to
the adequacy of the scientific data that is available to
prove that the continuous vaporization of lindane pellets in
certain commercial and industrial establishments is safe.

The President's Science Advisory Committee Report on
pesticides recommended continuing review of pesticide uses
and, after hazard evaluation, restriction or disapproval
for use on a basis of "reasonable doubt" of safety. On
May 15, 1963, responsible Federal agencies, including ARS,
were requested by the President of the United States to im-
plement the recommendations contained in the report.

We have noted that ARS has not resolved questions of
safety raised by other Federal agencies and by State and
private organizations, nor has it taken action to restrict
or disapprove the use of lindane pellets in vaporizers in
certain commercial and industrial establishments since the

products were first registered with the agency in the early
1950's.

We believe that the very existence of differences of
opinion by various interested organizations emphasizes the
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need for ARS to take action to resolve the differences. The
details of our findings are discussed below.

Early information indicated that adequacy of
scientific data on safety of using lin-
dane vaporizers was questionable

According to ARS the initial registration of lindane
pellets for use in continuously operating vaporizing devices
in commercial and industrial establishments was accepted
after PHS and FDA concurred with the adequacy of the data
that was available to ARS in 1950 to support the safe use of
such products.

Our review showed that, soon after the initial regis-
trations of lindane pellets for use on a continuous basis in
commercial and industrial establishments, some firms at-
tempted to market the pellets for such use in the home. As
a result ARS requested the formal opinion of the Interdepart-
mental Committee on Pest Control (ICPC), composed of repre-
sentatives of the Departments of Agriculture, Interior, and
Defense and the Federal Security Agency,l as to the condi-
tions under which the lindane vaporizers could safely be
used. On September 21, 1951, the ICPC issued the following
statement with respect to the health hazards of thermal
generators (vaporizers) used for the control of flying in-
sects:

"It is the considered opinion of the Interde-
partmental Committee on Pest Control that there
are at present no data to indicate that the use
of thermal generators dispensing only lindane,
DDT, or mixtures of the two, for the control of
flying insects is unsafe when the following re-
strictions are enforced:

1. The insecticide shall be released at the
rate not to exceed 1 gram per 15,000 cubic
feet per 24 hours.

2. Installation shall be made only in commercial
or industrial premises, mess halls, and

lpredecessor to HEW.
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similar locations where human exposure will
be on a working day basis - not continuous.

The devices should not be used in homes or
sleeping quarters.

Devices shall be so constructed that output
in excess of that recommended is impossible.
Fuses to protect against overloading and
high temperatures, and a pilot light to in-
dicate whether or not the unit is operating
should be 'built-in' features.

Units should be mounted above head height
and 3 feet or more from the ceiling.

Installation shall be such that any material
which might condense on nearby equipment,
walls, or ceiling cannot be dislodged and
fall into or otherwise contaminate food.'

According to ARS this statement became the basis on which
applications for registration of lindane pellets were ac-
cepted by the agency for continuous use only in commercial
and industrial establishments.

The following year, on October 22, 1952, the ICPC,
after considering additional data, revised its original
statement on lindane vaporizers to include the following:

"Unless it can be demonstrated that contamination
does not occur, the Committee recommends against
the use of insecticide vaporizers in rooms or areas
where food is served, processed or stored."

According to ARS the ICPC revised its statement because ex-
perimental work had shown that prolonged exposure of certain
foods to lindane vapors resulted in absorption of lindane
from the air and caused apprehension as to possible con-
tamination of foods in the practical use of continuous-use
lindane vaporizers. We found, however, that the ARS regis-
tration policy with respect to continuous-use lindane vapo-
rizers was not changed regardless of the issuance of the re-
vised statement.
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Our review showed that, since September 1951, various
government agencies and private interests have expressed
concern over the lack of scientific data to support the
safety of using lindance vaporizers under certain condi-
tions. We found that, in October 1951, the Committee on
Pesticides, American Medical Association (AMA), reported in
the "Journal of the American Medical Association' that
pharmacological findings on lindane were not consistent and
that only the broadest generalities concerning susceptibil-
ity of various animal species to lindane were possible.
Also, the report stated that little precise information has.
been recorded in medical literature on the inhalation ef-
fects of lindane.

Subsequent to the issuance of the revised statement of
the ICPC, many State and local authorities imposed various
restrictions on lindane vaporizers. The Committee on Pesti-
cides, AMA, reported on July 25, 1953, that at least 14
States and 35 municipalities had adopted measures to control
the installation, sale, or use of lindane vaporizers and
that other States and local groups had invoked existing
provisions of their food laws and sanitary codes for similar
purposes.

We noted also that in November 1952, the Department of
Public Health of one of our most popplous States passed a
resolution which "urgently recommended" that lindane vapor-
izers not be used in closed spaces where people sleep or
work or where unpackaged food is exposed. The resolution
stated that, at that time, adequate technical information
was not available as to the toxicity of lindane, its rate
of absorption by human lungs and food, and the range of con-
centration of lindane in air that might be expected to re-
sult from the continuous evaporation of lindane in a room,
at any given rate.

As early as June 30, 1953, the Secretary of HEW, in a
letter to the Chairman, Select Committee on Small Business,
House of Representatives, questioned the safety of certain
uses of the lindane vaporizers. The Secretary stated that
PHS and FDA had made a joint investigation of the toxicology
of lindane vapor and commented as follows:
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"The research data available at present are in-
sufficient for a complete appraisal of the effect
of lindane vapor on humans. Those listed data
which are available relate almost entirely to
acute toxic effects. The long range or chronic
effects of lindane vapor on humans are unknown.
Inasmuch as data furnished from both * * * [a
company | and Public Health Service studies show
that lindane continues to be released into the
air for some weeks after a single * * * [vapor-
izer] fumigation, we believe that exceptional
caution in the use of lindane is in the public in-
terest until there is scientific information suf-
ficient to appraise its long term effects.

"The Interdepartmental Committee's release of
March 27, 1953, emphasized the hazard of possible
misuse under the uncontrollable conditions of home
application. It is apparent now from review of
the evidence submitted herewith that an equally
serious concern is the unanswered question as to
health hazards of long continued exposure to the
low concentrations resulting from 'proper' use of
vaporized lindane.

"It is certainly not the intent of this Depart-
ment, nor within its authority, to ban the use of
lindane in living quarters. Lindane is acknowl-
edged to be a highly toxic compound. Although
there probably are conditions under which it may
be safely used as an insecticide, in our judgment
the technical data are not yet sufficient to assure
the safety of human exposure to low concentrations
over long periods of time. The position of this
Department is that lindane vaporizers (continuous
or as fumigators) should not be used in areas
where food is processed or stored, and that the
public should be cautioned about the inherent
dangers in general household application. This
position will guide the regulatory activities of
the Food and Drug Administration and the coopera-
tive activities of the Public Health Service with
State health officials. We are informing the

11
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Department of Agriculture and the Federal Trade
Commission of our position."

On August 3, 1953, a copy of this letter was transmitted to
ARS .,

Thus, on the basis of information available to ARS
soon after the initial registrations of lindane pellets, it
is our view that questions as to the adequacy of the data
to support the safety of certain uses of the pellets vere

being and could continue to be raised by other interested
organizations.
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Questions as to adequacy of data to

support certain uses of vaporizers
have not been resolved

Our review showed that since 1953 various organizations
have continued to question the safety of certain uses of
lindane vaporizers and that the scientific data available
has not been adequate to resolve the differences of opinion.

Both PHS and FDA have continued to oppose the use of
continuously operating lindane vaporizers in food handling
establishments and/or places of work. In a letter to the
Director, Pesticides Regulation Branch,l ARS, dated Decem-
ber 1, 1959, the Assistant to the Director, Bureau of Biolog-
ical and Physical Sciences, FDA, stated the agency's view
toward lindane vaporizers as follows:

"Our position on lindane vaporizers (continuous
or as fumigators) is that they should not be used
in areas where food is processed or stored, that
the public should be cautioned against the in-
herent dangers of general household application
and that inhalation of the vapor should be
avoided."

Our review showed also that the Bureau of State Ser-
vices, Environmental Health, PHS, appointed an Ad Hoc Com-
mittee to review the use of pesticide vaporizing devices.
The Committee, which met on November 19, 1965, was asked
to review the available data on the toxicology and usage
pattern of the devices and to review all pertinent aspects
of the problem from the standpoint of human health con-
siderations. In its report on the meeting, the Committee
expressed unanimous opposition to the use of lindane va-
porizers. We noted that, during the meeting, members of
the Committee had stated that, in connection with the use
of lindane vaporizers (1) there was documentation of harm
caused by these devices and (2) the questions of safety
raised by the Committee on Pesticides, AMA, 15 years ago
were still not answered.

1Presently Pesticides Regulation Division (PRD), ARS

13
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On September 22, 1966, the Surgeon General, PHS,
transmitted a copy of the Ad Hoc Committee's report to the
Deputy Administrator Regulatory and Control, ARS, and en-
dorsed consideration of pesticide vaporizing devices by the
National Research Council, National Academy of Sciences.

In accordance with the Interdepartmental Agreement
between the Secretaries of Agriculture, Interior, and HEW,
dated 1964, ARS furnishes PHS with applications for regis-
tration for review and comment. In connection with such
reviews, PHS has objected to those applications for regis-
trations of lindane pellets that provide for continuous
vaporization in food handling establishments and places of
work. We noted, however, that such applications have been
subsequently accepted for registration by ARS.

The ARS registration policy for lindane pellets in
vaporizers permits the continuous use of such products in
restaurants and other food handling establishments although
it requires that the labeling of the products bear cau-
tionary statements against contaminating food or food han-
dling surfaces.

For example, in February and April 1967, a company
submitted labeling and revised labeling to ARS in connec-
tion with an application for registering lindane pellets
for continuous-use vaporizers. We found that, on April 28,
1967, ARS referred the application for registration to PHS
for comments with respect to the safety of the products.

On May 5, 1967, PHS informed ARS that it could not recommend
registration of the product because the design and usage
pattern provided for continous vaporization of lindane in
food handling establishments and places of work. We noted,
however, that ARS accepted the lindane pellets for registra-
tion on a continuous-use basis on June 19, 1967.

On July 5, 1967, an ARS inspector submitted a sample
of the firm's labeling for lindane pellets for use in the
continuous-use vaporizer to the Acting Head, Inspection
Services and Accident. Investigation, PRD, ARS, for the
purpose of determining whether such labeling was acceptable
to ARS. The inspector pointed out that there appeared to
be a contradiction in the labeling in that one side of the

14
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pellet box made claims for use of the vaporizer in commercial
establishments, restaurants, bars, warehouses, stores, of-
fices, lobby rooms, and storage rooms, and the other side of
the box contained warnings against inhalation and contamina-
tion of feed and foodstuffs.

The inspector asked how it was possible to use the de-
vice in commercial establishments and yet heed the warnings.
The inspector pointed out that it appeared that such de-
vices in continuous operation in occupied restaurants, bars,
stores, offices, and lobby rooms would be just as hazardous
as one in continuous use in a home--use for which ARS does
not register lindane pellets in vaporizing devices.

On August 21, 1967, the Acting Head, Inspection Ser-
vices and Accident Investigation, PRD, ARS, informed the
field inspector that the labeling he had submitted was
substantially the same as that which ARS had accepted for
registration in June 1967.

In connection with the continuous use of such products
in food handling establishments, the Chief, Laboratory
Branch, acting for the Director, Technical Services Division,
Consumer and Marketing Service (C&MS)--the organizational
entity of the Department of Agriculture charged with re-
sponsibility for carrying out Federal laws and regulations
relating to the wholesomeness of meat and poultry being
processed in this country--informed us that C&MS did not
approve of the use of continuously operating lindane va-
porizers where meat or poultry would be exposed to the
vapor. This official informed us also that, generally, it
was C&MS policy to allow the use of pesticides in estab-
lishments if it could be shown that there would never be
any contamination of food material. The official informed
us further that in the case of continuously operating
lindane vaporizers, as well as similar vapor or spray
devices, there would always be some contamination of ex-
posed food materials.

An article published in the July 1967 issue of the
AMA's "Archives of Environmental Health" points out that
since 1954 exposure to lindane has been implicated directly
or circumstantially in cases of serious bone marrow failure

15
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but that there has been no method developed yet for proving
a cause and effect relationship between a chemical exposure
and bone marrow failure in the individual case which may
occur and that no follow-up investigation has been conducted
in such cases.

The article states that millions of lindane vaporizers
have been sold over the last 15 years and points out that
regardless of whether or not a cause and effect relation-
ship exists, practical and flexible administrative pro-
visions should exist so that (1) the burden of proof in-
volving a fatal disease should not rest upon the public
and (2) further exposure of the public to a chemical can
be curtailed until research can satisfactorily answer the
health questions which have arisen.

Our review showed that the scientific studies performed
on lindane vaporizers had not resolved the differences of
opinion between ARS and other organizations as to the
safety of certain uses of the equipment. According to ARS
files, various types of studies have been performed by
universities, Federal agencies, and private individuals on
lindane vaporization. We found, however, that the studies
often produced conflicting conclusions as to the safety
of using lindane vaporizers.

For example, in August 1952 a firm submitted a report
of tests on its vaporizer. According to the firm the re-
port illustrated that lindane vapor within prescribed
limits could sa‘ely be used in restaurants or food-
processing establishments. In June 1953 an FDA official
reported that an FDA study of the same firm's vaporizer
under other limits revealed that:

"Contamination of foods and surfaces does occur
when these substances are exposed to lindane
vapors.

"Warious types of foods and surfaces display con-
siderable differences in adsorptive capacities to
identical air concentrations of lindane.
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"The amount of lindane adsorbed by foods and sur-
faces is related to air concentration and duration
of exposure.

"Protection of foods and surfaces is not achieved
by covering or packaging with the common wrapping
materials except metal.

"The rate of disappearance of lindane from con-
taminated substances is neither constant nor
uniform."

In connection with the conflict on the scientific data
relating to the safety of lindane vaporizers, we noted that
the report of the President's Science Advisory Committee,
entitled '"Use of Pesticides," dated May 15, 1963, recom-
mended that the toxicity data relating to man that regis-
trations and tolerances are based on be more complete and
of higher quality. Also, the report recommended that ARS
provide on a continuing basis for:

"Review of pesticide uses and, after hazard eval-
uation, restriction or disapproval for use on a
basis of 'reasonable doubt' of safety."

Thus, the May 1963 recommendations established that
registrations were to be based on more complete data of
higher quality, while questions as to the adequacy of
data to support certain registered uses of lindane pellets
were continuing to be raised by other interested organiza-
tions. In our opinion ARS has not implemented these recom-
mendations with respect to certain registered uses of lindane
pellets.
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ARS basis for continuing policy of
registering certain uses of lindane
pellets appears questionable

According to ARS approximately 50 lindane pellet prod-
ucts for use in continuously operating vaporizers were reg-
istered with the agency as of June 1968, Moreover, the As-
sistant Director for Registration, PRD, ARS, stated that
the agency would continue to register and reregister lin-
dane pellets for use in continuously operating vaporizers
in food handling establishments and places of work, on the
basis that such uses had already been accepted for other
registrants of lindane pellets and that refusal to accept
such uses would be discriminatory to the applicant, The
Assistant Director for Registration stated also that, be-
cause lindane vaporizers had previously been accepted by
ARS for use in food handling establishments and places of
work, the burden of proof was now on the agency to show
that such use was not safe.

The Assistant Director informed us, however, that ARS
had never (1) undertaken adequate tests to prove that lin-
dane pellets registered with ARS were safe or (2) referred
questions as to the safety of the products to the National
Academy of Sciences.

Our review showed that, in regulating the continuance
of registrations as well as providing limitations on reg-
istrations, the Code of Federal Regulations (7 CFR 362.10)
states that:

"If a registrant desires to continue the regis-
tration in effect, he shall notify the Pesticides
Regulation Division in writing and it shall be
continued in effect under the same terms as the
original registration: Provided, however, That
if, on the basis of information available at the
time, it appears that the product or its label-
ing fails to comply with the Act, the registrant
shall be so notified and afforded the opportu-
nity to make the necessary corrections. If the
corrections are not made, registration will be
cancelled as provided in section 4.c. of the Act.

18




"The Director may refuse to register any eco-
nomic poison or any specific use thereof if, in
his opinion, directions and warnings cannot be
written which will prevent injury to the general
public when the product is used in accordance
with warnings and directions or in accordance
with commonly recognized practices. If, however,
such an economic poison is proposed for certain
acceptable uses, the Director may require the
label to bear a warning against specific unac-
ceptable uses such as in the home or home garden."

In accordance with section 4.c. of the FIFRA, cancellation
of a registration is effective 30 days after the registrant
is notified of the action unless within such time the reg-
istrant (1) makes the necessary corrections, (2) files a
petition requesting that the matter be referred to an ad-
visory committee selected by the National Academy of Sci-
ences, or (3) files objections and requests a public hear-
ing.

Also, we found that, in its report dated November 1965,
the Environmental Pollution Panel of the President's Sci-
ence Advisory Committee noted that the finding of new evi-
dence that casts doubt on the validity of a registration
and causes it to be reexamined was too frequently inter-
preted as a shifting to ARS of the burden of proof that
registration was not valid, and that such an interpretation
was contrary to that intended in the FIFRA.

The Panel recommended that, in all proceedings con-
cerning the registration or reregistration of pesticides
for agricultural use, the Department of Agriculture fully
implement the principle that the burden of proof is deemed
to fall on the registrant. Moreover, the Panel recommended
that the Department require that reregistration of agricul-
tural pesticides be conducted without prejudice from the
approval of registration for the previous term.

Although we recognize that the Panel's concern was
directed to agricultural pesticides, we believe that simi-
lar considerations should be afforded to any pesticide prod-
uct that comes into intimate contact with humans, their
food, or their environment. In any event, the position of
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ARS regarding burden of proof appears to be contradictory
to the recommendations of the Panel.

Conclusion

On the basis of our review, we believe that there is
a need for ARS to resolve questions of safety involving
certain uses by the public of pesticide pellets containing
the chemical lindane.

We believe that the very existence of differences of
opinion by various interested organizations as to the
safety of the product emphasizes the need for ARS to re-
solve the differences.

Recommendation to the Secretary of Agriculture

In view of the questions raised by various organiza-
tions as to the safety of certain registered uses of lin-
dane pellets, as well as the recommendations of the Presi-
dent's Science Advisory Committee as to reasonable doubt of
safety and burden of proof, we recommend that a review be
made of the ARS policy of registering the pellets, with a
view toward resolving the differences of opinion as to the
safe use of these products.

The comments of AMA, the President's Science Advisory
Committee, and the Departments of HEW and Agriculture on
the matters discussed in this report are included as appen-
dixes II, III, IV, and V, respectively. The comments of
these organizations on specific information in the report
have been recognized in the sections of the report that
present the information. Comments of the Department of
Agriculture on our recommendation are presented below.

By letter dated November 27, 1968, the Director of
Science and Education, Department of Agriculture, in com-
menting on our recommendation, stated that:

"Information has recently come to our attention

which indicates the need for a reevaluation of

20
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the safety of lindane in an uncontrolled environ-
ment. It has been shown that malnutrition greatly *
enhances the toxicity of lindane in laboratory
animals. Significant residue levels have also
been found in tissues of animals exposed to vapo-
rized lindane. ARS is arranging a meeting with
the departmental representatives responsible for
carrying out the provisions of the Interagency
Agreement to determine what steps should be taken
in regard to the problem of lindane vaporizers.
Also, a meeting is being scheduled with medical
experts who serve as collaborators to the Pesti-
cides Regulation Division for advice and counsel
on matters dealing with the use of pesticides.
The collaborators are: Bertram D. Dinman, M.D.,
D.Sc., Professor of Industrial Health, University
of Michigan, Ann Arbor; Victor A. Drill, M.D.,
Ph.D., Director of Biological Research, G. D.
Searle and Company, Chicago; and Ted A. Loomis,
M.D., Ph.D., Professor of Pharmacology and
Toxicology, University of Washington, Seattle."

The information on malnutrition referred to by the Di-
rector is contained in an article on lindane toxicity and
protein deficient diet that was published in the August
1968 issue of AMA's "Archives of Envirommental Health.'" In
summarizing the information presented in the article, the
authors of the article concluded that the results of their
work suggested the possibility that lindane should be used
as an insecticide with caution in countries where diet
is deficient in protein.

The information on residue levels referred to by the
Director is contained in an article on the retention of
vaporized lindane by plants and animals that was published
in the May-June 1967 issue of the '"Journal of Agricultural
and Food Chemistry." In presenting the conclusions to this
article, the authors stated that, as is the case with pes-
ticides in general, applied in any manner, no absolute
statement could be made with respect to safe usage, and,
therefore, extreme caution must be exercised when using
thermal vaporizers around living organisms other than the
target insects.,
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In our opinion the meet ings being planned by ARS are

to resolve questions as to the
certain registered uses of lindane pellets and
' n identifying additional actions that

ropriate to taking action
fety of

- L
should be helpful i
may be needed.
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SCOPE OF REVIEW

Our review included (1) the history that gave rise to
the ARS policy of registering lindane pellets for use in
vaporizing devices, (2) ARS product registration, corre-
spondence, and enforcement files relating to lindane pel-
lets and vaporizers, and (3) certain information of the
Food and Drug Administration and Public Health Service, De-
partment of Health, Education, and Welfare, and of other
organizations related to the use of lindane in vaporizing
devices. Our review was performed principally in the of-
fices of the Pesticides Regulation Division of ARS at
Washington, D.C.
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BINISION OF
SCIENTIFIC ACTIVITIES

DEPANTMENT OF
DCCUPATIONAL MEALTH

MWENRY F. HOWE, M.D.
Ditectar

AMERICAN MEDICAL ASSOCIATION

535 NORTH DEARBORN STREET » CHICAGO, ILLINCIS 60610 + PHONE (312) 527-1500 « TWX 910.221-0300

October 25, 1968

Mr. A. T. Samuelson

United States General Accounting Office
Civil Division

Washington, D.C. 20548

Dear Mr. Samuelson:

Henry F. Howe, M.D., has asked me to reply to your letter

of October 11, 1968, addressed to John Adriani, M.D.,
concerning the draft of your proposed report to the Congress
of the United States involving the uses of lindane pellets.

We cannot add any additional information other than that
contained in your report. The cases of major blood
dyscrasias implicating lindane reported to the AMA
Registry on Blood Dyscrasias have been mentioned in the
article by Irma West, M.D., "Lindane and Hematologic
Reactions" published in the AMA Archives of Environmental
Health, July 1967. You have made reference to this
article in your report. It should be emphasized that

no follow-up investigation has been conducted in these
cases. These reports provide only circumstantial but
not conclusive evidence of cause-effect relationship.

Sincerely,

erome T. Siedlecki '41{:b
Assistant Director
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APPENDIX III

THE PRESIDENT'S SCIENCE ADVISORY COMMITTEE
EXECUTIVE OFFICE BUILDING
WASHINGTON. D.C. 20508

November 15, 1968

Dear Mr. Samuelson:

This is in response to your request for review and comment on the
draft GAO report dealing with government policy on the uses of
lindane pellets, particularly with regard to past reports of the
President's Science Advisory Committee on pesticides in the environ-
ment.

In this regard, we would suggest a change in the wording of the last
paragraph on page 9 of the draft to more precisely reflect the role of
the President's Science Advisory Committee, as follows:

"'br accordance-with the -recommendations-ef The President's
Science Advisory Committee Report on pesticides,-ARS-is
required to-continualy recommended continuing review of
pesticide uses and, after hazard evaluation, restriction or
disapproval for use on a basis of 'reasonable doubt' of safety.
On May 15, 1963, responsible Federal agencies, including
ARS, were requested by the President of the United States to
implement the recommendations contained in the report. "

We have no further comments to offer on the draft.

Sincerely yours,

David Beckler
Executive Officer

Honorable A. T. Samuelson
Director

U. 8. General Accounting Office
Washington, D. C. 20548

29
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APPENDIX IV

DEPARTMENT OF HEALTH. EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE
CONSUMER PROTECTION AND ENVIRONMENTAL HEALTH SERVICE
WASHINGTON. D.C. 20204

OFFICE OF THE NOV 1 1968

ADMINISTRATOR

Mr. Frederick K. Rabel
Assistant Director

U. S. General Accounting Office
Washington, D. C. 20548

Dear Mr. Rabel:

The draft document "Need to Resolve Questions of Policy Involving
Certain Registered Uses of Lindane Pellets," has been reviewed as
requested in your letter of October 15, 1968, to Assistant
Secretary Lee.

The draft is substantially correct as reflected by a review of
our files. However, on page 15, it appears that it would be in
order for the report to state that in transmitting the Ad Hoc
Committee report in-1966, the Surgeon General endorsed considera-
tion of pesticide vaporizing devices by the National Research
Council - National Academy of Sciences.

The most recent restatement of DHEW policy concerning the
registration of lindane vaporizers was made to USDA on July 12,
1968, commenting on an application by the I K I Manufacturing
Company, Edgerton, Wisconsin, to re-register lindane pellets.

The document presents a factual review of the present and past
registration status of lindane pellets and the concern DHEW has
continually@expressed regarding the registered uses of pesticide
vaporizers.

In our opinion, there is still need for the resolution of the
questions concerning the safe use of these products.

Sincerely yours,

/é"{{, ﬁ/%ﬁﬂ: ]L/

Charles C. Johnson,
Administrator

30
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APPENDIX V

DEPARTMENT OF AGRICULTURE
WASHINGTON, D.C. 20250

November 27 1968

Mr. A. T. Samuelson
Director

Civil Division

General Accounting Office
Washington, D.C. 20548

Dear Mr. Samuelson:

This is in response to your request for our comments on the draft of your
proposed report to Congress entitled "Need to Resolve Questions of Policy
Involving Certain Registered Uses of Lindane Pellets, Agricultural Research
Service, Department of Agriculture."

The principal allegations in your report are (1) that information available
to ARS soon after the initial registration of lindane pellets raised some
doubt as to the adequacy of the data to support safety, and (2) that this
matter still remains unresolved.

The Federal Insecticide, Fungicide, and Rodenticide Act requires that all
economic poisons shipped in interstate commerce be registered with the
Department of Agriculture and that they be effective and safe when used
in accordance with the label directions and warnings. The data submitted
with the application for lindane pellets showed that they were effective
against a variety of insects and the amount emitted into the atmosphere
was such that it would not be injurious to man or beneficial animals.

Those in ARS responsible for the administration of the Act have always
been conscious of the potential health hazards of pesticides. Even before
any formal agreements were established for consultation with other Govern-
ment agencies, their informal advice was sought prior to the registration
of pesticides which might be within their sphere of interest. Extensive
use was also made of advice from the Interdepartmental Committee on Pest
Control, composed of representatives of the Departments of Agriculture,
Interior, Army, Navy, Air Force, and the Federal Security Agency (Public
Health Service and Food and Drug Administration). We would like to sum-
marize some of the early history relating to the acceptance of lindane in
vaporizing devices.

=




In May of 1948, the Aerovap Corporation of England undertook to register
vaporized DDT for fly control. The use was accepted following submission
of data and upon the concurrence of Dr. Paul A. Neal of the Nationmal
Institutes of Health. The following year, flies were found to be devel-
oping resistance to DDT and lindane was proposed as a substitute. The
question of its hazards became of paramount importance and the industry
was required to make extensive investigations to determine limitations
under which it could be used. In June of 1950, the Public Health Service
and the Food and Drug Administration were supplied with all available data
and asked for comments. The Public Health Service gave the opinion that
the exposure of persons on an 8-hour working day basis would not be inju-
rious and toxicologists of the Food and Drug Administration stated that

the possibility of any ill effects resulting from the breathing of air
where a lindane charged controlled device was operating would be extremely
remote. With this type of support, the continuous equipment was accepted
for use in commercial and industrial locations and the label was required
to carry the statement "Not for Home Use." In the fall of 1951, the Inter-
departmental Committee on Pest Control issued a statement on the health
hazards of thermogenerators used for control of flying insects. This state-
ment outlined the pattern for registration acceptance and was used by the
Public Health Service, the Food and Drug Administration, and Agriculture in
replies to inquiries on vaporizers.

In 1952, a second statement was issued by the Intdrdepartmental Committee
on Pest Control warning against contamination of food. Although there was
evidence that excessive dosages or prolonged exposure of fatty foods might
result in contamination, there was no evidence that the properly controlled
vaporizers used in accordance with the registered directions would cause
significant contamination.

The firm prohibition of continuous units for home use led segments of

the industry in 1952 to search for acceptable methods for the use of
lindane vaporization in the home. In May of that year, the so-called
"one shot" fumigating device was submitted for registration. In this
procedure, the maximum of 2 grams of lindane per 1500 cubic feet was to be
vaporized in unoccupied space from which pets, birds, fish, and persons
had been removed and in which all exposed food was to be tightly covered.
Thorough airing of the space was also required before reoccupancy. This
method was discussed with the Public Health Service and they agreed that
such direction, if followed, would be adequate to safeguard the public.
Accordingly, registration of this type of vaporizer was started.

Because of the apprehension of possible misuse of the home units, the
Interdepartmental Committee on Pest Control issued a third statement in
March of 1953, condemning home use because of the potentialities of misuse.
This release was challenged immediately as being unfair to small business
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since the industry contended that no evidence was available to
indicate that anyone had been harmed by home use. Industry
appealed to the Small Business Committee of the House of Represen-
tatives and questioned the right of a committee composed of Govern-
ment people to issue such a release and it was withdrawn in

April 1953.

A review of all available data on lindane toxicity and the potential
hazards associated with its use in vaporizers indicated that exten-
sive exposure of workers in lindane formulating and manufacturing plants
had not resulted in any detectable injury. Long-term exposure of
laboratory animals to vaporized lindane at the Kettering Laboratories
in Cincinnati and in the entomology laboratories at the University of
Massachusetts, showed no effects that were significantly different

from control animals. Clinical reports on lindane gathered by the
American Medical Association did not show any cases resulting from

home fumigator exposure. It was concluded at that time that there

was insufficient evidence to support any action on the part of ARS

to cancel the registered products or to refuse additional registrationms.

The President's Science Advisory Committee report on "Use of Pesticides,"
recommended that activities relating to pesticides be coordinated with
the Department of Health, Education, and Welfare and the Department

of the Interior. In 1964, an interagency agreement established formal
procedures for evaluation of registration applications. Section 2(d)
of the agreement states,'If one department concludes that the proposal
should be rejected in whole or in part, this view shall be expressed
in writing and shall be supported by the appropriate scientific
evidence."” While the U.S. Public Health Service has objected to

the registration and reregistration of lindane vaporizer pellets,

ARS felt that the evidence was not sufficiently well documented to
support immediate action.

Information has recently come to our attention which indicates the
need for a reevaluation of the safety of lindane in an uncontrolled
environment. It has been shown that malnutrition greatly enhances
the toxicity of lindane in laboratory animals. Significant residue
levels have also been found in tissues of animals exposed to
vaporized lindane. ARS is arranging a meeting with the departmental
representatives responsible for carrying out the provisions of the
Interagency Agreement to determine what steps should be taken in
regard to the problem of lindane vaporizers. Also, a meeting is
being scheduled with medical experts who serve as collaborators to
the Pesticides Regulation Division for advice and counsel on matters
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dealing with the use of pesticides. The collaborators are:

Bertram D. Dinman, M.D., D.Sc., Professor of Industrial Health,
University of Michigan, Ann Arbor; Victor A. Drill, M.D., Ph.D.,
Director of Biological Research, G. D. Searle and Company, Chicago;
and Ted A. Loomis, M.D., Ph.D., Professor of Pharmacology and
Toxicology, University of Washington, Seattle.

In determining what action is to be taken regarding registration,

ARS relies first on the data submitted by the applicant in support of
effectiveness and safety. In addition, reports of pesticides, both
published and unpublished, are circulated among the scientific staff
for review. Investigation of accidents provides valuable information
in determining what additional studies may be required. Pesticide
products are being reformulated each year and thus require amended
labeling. If data become available to show that a product is in-
effective or hazardous, the registrant is notified of the additional
studies that would be required for continued registration.

The U.S. Department of Agriculture and the Department of Health,
Education, and Welfare jointly requested the National Academy of
Sciences-National Research Council to study the technical issues
involved in the concepts of "no-residue" and "zero tolerance."

The Academy recommended that these concepts be abandoned since they
are administratively and scientifically untenable. On the basis of
this recommendation, ARS is in the process of cancelling the regis-
tration of all pesticide uses for which tolerances or exemption
from tolerances have not been established.

Before an orderly reduction in the use of persistent pesticides can
be accomplished, there needs to be a review of the occurrence of
pesticides in the environment, an evaluation of the significance of
such residues in relation to the health of man and the safety of his
food supply, the welfare of fish and wildlife, and the possible
impact of substituting less persistent pesticides for more persistent
ones now in use.

ARS has again requested the National Academy of Sciences - National
Research Council to study the problems of persistent pesticides,
including lindane, and will be guided by the findings of this study
in developing policies relating to pesticide registration and use.

Sincerely yours,

ﬂ( SN, LL

Ned D. Bayley
Director of Science & Educatlon
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ApPENDIX 3.—TEXT oF THE FEDERAL INsEcTICIDE, FUNGIGIDE, AND RODEN-
TICIDE ACT
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FEDERAL INSECTICIDE, FUNGICIDE,

AND

RODENTICIDE ACT

(61 STAT. 163; 7 U. 8, C. 135-135k)

UNITED STATES DEPARTMENT OF AGRICULTURE
AGRICULTURAL RESEARCH SERVICE
PESTICIDES REGULATION DIVISION

October 1, 1964
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FEDERAL INSECTICIDE, FUNGICIDE, AND
RODENTICIDE ACT

(7 U.S.C. 135-135k)

Approved June 25, 1947 (61 Stat. 163) as amended by the
Nematocide, Plant Regulatar, Defoliant, and Desiccant
Amendment of 1959 (73 Stat. 286) as amended by the Act
of March 29, 1961 (75 Stat. 18) and the Act of April 7,
1961 (75 Stat. 42) and the Act of May 12, 1964 (P.L.
88"305’ 78 Stat. 190)

e ——

An Act to regulate the marketing of economic poisons
and devices, and for other purposes

Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress
assembled.

TITLE

Section 1. This Act may be cited as the "Federal
Insecticide, Fungicide, and Rodenticide Act."

DEFINITIONS

Sec., 2. For the purposes of this Act--

[}

a. The term "economic poison" means (1) any sub-
stance or mixture of substances intended for prevent-
ing, destroying, repelling, or mitigating any insects,
rodents, nematodes, fungi, weeds, and other forms of
plant or animal life or viruses, except viruses on or
in living man or other animals, which the Secretary
shall declare to be a pest, and (2) any substance or
mixture of substances intended for use as a plant
regulator, defoliant or aesiccant.

b. The term "device" means any instruuent or
contrivance intended for trapping, destroying,
repelling, or mitigating insects or rodents or
destroying, repelling, or mitigating fungi, nematodes,
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or such other pests as may be designated by the
Secretary, but not including equipment used for the

application of economic poisons when sold separately
therefrom.

c¢. The term "insecticide” means any substance or
mixture of substances intended for preventing, destroy-
ing, repelling or mitigating any insects which may be
present in any enviromment whatsoever.

d. The term "fungicide" means any substance or
mixture of substances intended for preventing,
destroying, repelling, or mitigating any fungi.

e. The term "rodenticide" means any substance or
mixture of substances intended for preventing,
destroying, repelling, or mitigating rodents or any
other vertebrate animal which the Secretary shall
declare to be a pest.

f. The term "herbicide" means any substance or
mixture of substances intended for preventing,

destroying, repelling, or mitigating any weed.

g. The term "nematocide" means any substance or
mixture of substances intended for preventing,
destroying, repelling, or mitigating nematodes.

h. The term "plant regulator" means any substance
or mixture of substances, intended through physiolo-
gical action, for accelerating or retarding the rate
of growth or rate of maturation, or for otherwise
altering the behavior of ornamental or crop plants
or the produce thereof, but shall not include sub-
stances to the extent that they are intended ss
plant mutrients, trace elements, nutritional chemi-
cals, plant inoculants, and soil amendments,

i. The term "defoliant" means any substance or
mixture of substances intended for causing the leaves

or foliage to drop from a plant, with or without
causing abscission.
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j. The term "desiccant" means any substance or
mixture of substances int¢nded for artificially
accelerating the drying of plant tissue.

X. The term "nematode" means invertebrate animals
of the phylum nemathelminthes and class nematoda, that
is, unsegmented round worms with elongated, fusiform,
or saclike bodies covered with cuticle, and inhabiting
soil, water, plants or plant parts; may also be called
nemas or eelworms.

1. The term "weed" means any plant which grows
where not wanted.

m. The term "insect" means any of the numerous
small invertebrate animals generally having the body
more or less obviously segmeénted, for the most part
belonging to the class insecta, comprising six-legged,
usually winged forms, as, for example, beetles, bugs,
bees, flies, and to other allied classes of arthropods
whose members are wingless and usuelly have more than
six legs, as, for example, spiders, mites, ticks,
centipedes, and wood lice.

n. The term "fungi" meang all non-chlorophyll-
bearing thallophytes (that is, all non-chlorophyll-
bearing plants of a lower order than mosses and
liverworts) as, for example, rusts, smuts, mildews,
molds, yeasts, and bacteria, except those on or in
living man or other animals.

o. The term "ingredient statement" means either--

(1) a statement of the name and percentage of each
active ingredient, together with the total percentage
of the inert ingredients, in the economic poison; or

(2) a statement of the nsme of each active ingredi-
ent, together with the name of each and total percent-
age of the inert ingredients, if any there be, in the
economic poison (except option 1 shall apply if the
preparation is highly toxic to man, determined as
provided in section 6 of this Act); and, in addition
to (1) or (2) in case the economic poison contains

33-145 0—69 15




arsenic in any form, a statement of the percentages of
total and water soluble argenic, each calculated as
elemental arsenic.

p. The term "active ingredient" means--

(1) in the case of an economic poison other than a
plant regulator, defoliant ox desiccant, an ingredient
which will prevent, destroy, repel, or mitigate
insects, nematodes, fungi, rodents, weeds, or other
pests;

(2) in the case of a plant regulator, an ingredient
which, through physiological action, will accelerate
or retard the rate of growth or rate of maturation or
otherwise alter the behavior of ornamental or crop
plants or the produce thereof;

(3) in the case of a defoliant, an ingredient which
will cause the leaves or foliage to drop from a plant;

(4) in the case of a desiccant, an ingredient which
will artificially accelerate the drying of plant tissue.

q. The term "inert ingredient" means an ingredient
which is not active.

r. The term "antidote” means a practical immediate
treatment in case of poisoning and includes first-aid
treatment.

s. The term "person" memns any individual, partner-
ship, association, corporation or any organized group
of persons whether incorporated or not.

t. The term "Territory" means any Territory or pos-
session of the United States, excluding the Canal Zone.

u. The term "Secretary"” means the Secretary of
Agriculture.

v. The term "registrant” means the person regis-
tering any economic poison pursuant to the provisions
of this Act.
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W. The term "label” means the written, printed, or
graphic matter on, or atta¢hed to, the economic poison
or device or the immediate container thereof, and the
outside container or wrapper of the retail package, if
any there be, of the economic poison or device.

x. The term "labeling" means all labels and other
written, printed, or graphic matter--

(1) upon the economic peison or device or any of its
contal ers or wrappers;

(2) accompanying the economic poison or device at
any time;

(3) to which reference is made on the label or in
literature accompanying the economic poison or device,
except to current official publications of the United
States Department of Agriculture and Interior, the
United States Public Health Service, State experiment
stations, State sgriculturpl colleges, and other
similar Federal or State institutions or agencies
authorized by law to conduct research in the field of
economic poisons.

y. The term "adulterated" shall apply to any economic
poison if its strength or purity falls below the pro-
fessed standard of quality as expressed on its labeling
or under which it is sold, or if any substance has been
gubstituted wholly or in part for the article, or if
any valuable constituent of the article has been wholly
or in part abstracted.

z. The term "misbranded" shall apply--

(1) to any economic poison or device if its labeling
bears any statement, design, or graphic representation
relative thereto or to its ingredients which is false
or misleading in any particular;

(2) to any economic poison--

(a) if it is an imitation of or is offered for sale
under the name of another economic poisonj
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(b) if its labeling bears any reference to registra-
tion under this Act other than the registration mmber
assigned to the economic poison;

(c) if the labeling accompanying it does not contain
directions for use which are necessary and if complied
with adequate for the protection of the public;

(d) if the label does not contain a warning or
caution statement which may be necessary and if com-
plied with adequate to prevent injury to living man
and other vertebrate animals, vegetation, and useful
invertebrate animals;

(e) if the label does not bear an ingredient state-
ment on that part of the immediate container and on
the outside container or wrapper, if there be one,
through which the ingredient statement on the imme-
diate container cannot be clearly read, of the retail
package which is presented or displayed under customary
conditions of purchase: Provided, That the Secretary
may permit the ingredient ptatement to appear promi-
nently on some other part of the container, if the
size or form of the container makes it impracticable
to place it on the part of the retail package which is
presented or displayed under customary conditions of
purchase;

(f) if any word; statement, or other information
required by or under authority of this Act to appear
on the label or labeling is not prominently placed
thereon with such conspicuousness (as compared with
other words, statements, designs, or graphic matter
in the labeling) and in such terms as to render it
likely to be read and understood by the ordinary
individual under customary conditions of purchase
and use;

(g) if in the case of an insecticide, nematocide,
fungicide, or herbicide when used as directed or in
accordance with commonly recognized practice it shall
be injurious to living man or other vertebrate animals,
or vegetation, except weeds; *o which it is applied,
or to the person applying such economic poison; or
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(h) if in the case of a plant regulator, defoliant,
or desiccant when used as fiirected it shall be injuri-
ous to living man or other vertebrate animals, or
vegetation to which it is epplied, or to the person
applying such economic poison: Provided, That physical
or physiological effects on plants or parts thereof
shall not be deemed to be injury, when this is the pur-
pose for which the plant regulator, defoliant, or
desiccant was applied, in accordence with the label
claims and recommendations.

PROHIBITED ACTS

Sec. 3.a. It shall be unlawful for any person to
distribute, sell, or offer for sale in any Territory
or in the District of Columbia, or to ship or deliver
for shipment from any State, Territory, or the District
of Columbia to any other State, Territory, or the
District of Columbia, or to any foreign country, or
to receive in any State, Territory, or the District of
Columbia from any other State, Territory, or the
District of Columbia, or foreign country, and having
so received, deliver or offer to deliver in the orig-
inal unbroken package to any other person, any of the
following:

(1) Any economic poison which is not registered
pursuant to the provisions of section L of this Act,
or any economic poison if any of the claims made for
it or any of the directions for its use differ in
substance from the representations made in connection
with its registration, or if the composition of an
economic poison differs from its composition as
represented in connection with its registration:
Provided, That in the discretion of the Secretary,

a change in the labeling or formula of an economic
poison may be made within a registration period with-
out requiring reregistration of the product.
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(2) Any economic poison unless it is in the regis-
trant's or the manufacture}'s unbroken immediate
container, and there is affixed to such container, and
to the outside container or wWrapper of the retail pack-
age, if there be one, through which the required infor-
mation on the immediate coptdiner cannot be clearly
read, & label bearing--

(a) the reme and address of the manufacturer, regis-
trant, or person for whom manufactured;

(b) the name, brand, or trade-mark under which said
article is sold;

(¢c) the net weight or measure of the content:
Provided, That the Secretary may permit reasonable
variations; and

(d) when requir ‘4 by regulation of the Secretary
to effectuate the purposes of this Act, the registra-
tion number assigned to the article under this Act.

(3) Any economic poison whHich contains eny sub-
stance or substances in quantities highly toxic to
man, determined as provided in section 6 of this Act,
unless the label shall bear, in addition to any other
matter required by this Act--

(a) the skull and crossbones;

(b) the word "poison" prominently (IN RED) on a
background of distinctly contresting color; and

(¢) a statement of an antidote for the economic
poison.

(4) The economic poisons ¢ommonly known as standard
lead arsenate, basic lead arsenate, calcium arsenate,
magnesium arsenate, zinc arsenate, zinc arsenite,
sodium fluoride, sodium fluosilicate, and barium
fluosilicate unless they have been distinctly colored
or discolored as provided by regulations issued in
accordance with this Act, or’ dany other white powder
economic poison which the Secretary, after investi-
gation of and after publia hearing on the necessity
for such action for the protection of the public
health and the feasibility of such coloration or




227

discoloration, shall, by regulation, require to be dis-
tinctly colored or discolored, unless it has been so
colored or discolored: Provided, That the Secretary
may exempt any economic poison to the extent that it

is intended for a particular use or uses from the color-
ing or discoloring required or authorized by this
section if he determines that such coloring or dis-
coloring for such use or uses is not necessary for the
protection of the public health.

(5) Any economic poison which is adulterated or
misbranded or any device which is misbranded.

b. Notwithstanding any other provision of this Act,
no article shall be deemed in violation of this Act
when intended solely for export to amy foreign country
and prepared or packed according to the specifications
or directions of the foreign purchaser.

c. It shall be unlawful--

(1) for any person to detach, alter, deface, or
destroy, in whole or in part, any label or labeling
provided for in this Act or the rules and regulations
promulgated hereunder, or to add any substance to, or
take any substance from, an economic poison in a manner
that may defeat the purpose of this Act;

(2) for any mamufacturer, distributor, dealer,
carrier, or other person to refuse, upon a request in
writing specifying the nature or kind of econamic
poison or device to which such request relates, to
furnish to or permit any person designated by the
Secretary to have access to and to copy such records as
authorized by section 5 of this Act;

(3) for any person to give a guaranty or undertaking
provided for in section 7 which is false in any parti-
cular, except that a person who receives and relies
upon a guaranty authorized under section 7 may give a
guaranty to the same effect, which guaranty shall
contain in addition to his own name and address the
name and address of the person residing in the
United States from whom he raceived the guaranty or
undertaking; and
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(4) for any person to use for his own advantage or
to reveal, other than to the Secretary, or officials or
employees of the United Statets Department of Agriculture
or other Federal agencies, or to the courts in response
to a subpoena, or to physi¢ians, and in emergencies to
pharmacists and other qualified persons, for use in the
preparation of antidotes, in accordance with such
directions as the Secretary may prescribe, any infor-
mation relative to formulas of products acouired by
authority of section 4 of this Act.

REGISTRATION

Sec. 4.a. Every economic poison which is distri-
buted, sold, or offered for sale in any Territory or
the District of Columbia, or which is shipped or
delivered for shipment from any State, Territory, or
the District of Columbia to any other State, Territory,
or the District of Columbih, or which is received from
any foreign country shall be registered with the
Secretary: Provided, That products which have the
same formula, are manufactuired by the same person,
the labeling of which contains the same claims, and
the labels of which bear a designation identifying
the product as the same economic poison may be regis-
tered as a single economic poison; and additional
names and labels shall be added by supplement state-
ments; the spplicant for registration shall file with
the Secretary a statement including--

(1) the name and address of the registrant and the
name and address of the person whose name will sppear
on the label, if other than the registrant;

(2) the name of the economic poison;

(3) a complete copy of the labeling accompanying
the economic poison and a stgtement of all claims
to be made for it, including the directions for use;

and

(4) if requested by the Secretary, a full descrip-
tion of the tests made and the results thereof upon
which the claims are based
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b. The Secretary, whenever he deems it necessary for
the effective administration of this Act, may require
the submission of the complete formula of the economic
poison. If it appears to the Secretary that the com-
position of the article ig such as to warrant the pro-
posed claims for it and if the article and its labeling
and other material required to be submitted comply with
the requirements of section 8 of this Act, he shall
register it.

c. If it does not appear to the Secretary that the
article is such as to warrant the proposed claims for
it or if the article and its labeling and other
material recuired to be submitted do not comply with
the provisions of this Act, he shall notify the appli-
cant for registration of the manner in which the
article, labeling or other material required to be
submitted fail to comply with the Act so as to afford
the spplicant for registration an opportunity to make
the corrections necessary. If, upon receipt of such
notice, the spplicant for registration does not make
the correcticns, the Secretary shall refuse to register
the article. The Secretary, in accordance with the
procedures specified herein, may suspend or cancel
the registration of an economic poison whenever it
does not appear that the article or its labeling or
other material required to be submitted complies with
the provisions of this Act. Whenever, the Secretary
refuses registration of am economic poison or .deter-
mines that registration of an economic poison should
be cancelled, he shall notify the applicant for regis-
tration or the registrant of his action and the reasons
therefor. Whenever an application for registration
is refused, the applicant, within thirty days after
service of notice of such refusal, may file a petition
requesting that the matter be referred to an advisory
coomittee or file objections and request a public
hearing in accordance with this section. A cancella-
tion of registration shall be effective thirty days
after service of the foregoing notice unless within
such time the registrant (1) makes the necessary
corrections; (2) files a petition requesting that the
matter be referred to an advisory committee; or (3)
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files objections and requests a public hearing. Each
advisory committee shall be composed of experts, quali-
fied in the subject matter and of adequately diversified
professional background selected by the National Academy
of Sciences and shall include one or more representa-
tives from land-grant colleges. The size of the com-
mittee shall be determined by the Secretary. Members
of an advisory committee shall receive as compensation
for their services a reasonable per diem, which the
Secretary shall by rules and regulations prescribe, for
time actually spent in the work of the committee, and
shall in addition be reimbursed for their necessary
traveling and subsistence expenses while so serving
away from their places of residence, all of which costs
may be assessed against the petitioner, unless the com-
mittee shall recommend in favor of the petitioner or
unless the matter was referred to the advisory com-
mittee by the Secretary. The members shall not be
subject to any other provisions of law regarding the
appointment and compensation of employees of the
United States. The Secretary shall furnish the com-
mittee with adequate clerical and other assistance, and
shall by rules and regulations prescribe the procedures
to be followed by the committee. The Secretary shall
forthwith submit to such committee the application for
registration of the article and all relevant data before
him. The petitioner, as well as representatives of the
United States Department of Agriculture, shall have the
right to consult with the advisory committee. As soon
as practicable after any such submission, but not later
than sixty dsys thereafter, unless extended by the
Secretary for an additional sixty days, the committee
shall, after independent study of the date submitted
by the Secretary and all other pertinent information
available to it, submit a report and recommendation to
the Secretary as to the registration of the article,
together with all underlying data and a statement of
the reasons or basis for the recommendations. After
due consideration of the views of the committee and all
other data before him, the Secretary shall, within
ninety days after receipt of the report and recommenda-
tions of the advisory committee, make his determination
and issue an order, iwrith findings of fact, with respect
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to registration of the articlc and notify the applicant
for registration or registranc. The apolicant for reg-
istration, or registrant, may, within sixty days from
the date of the order of the Secretary, file objections
thereto and request a public hearing thereon. In the
event a hearing is requested, the Secretary shall, after
due notice, hold such public hearing for the purvose of
receiving evidence relevant and material to the issues
raised by such objections. Any report, recommendations,
underlying data, and reasons certified {5 the Secretary
by an advisory commititee shall be made a part of the
record of the hearing, if relevunt end material, subject
to the provisions of section 7(¢c) of the Administrative
Procedure Act (5 U.S.C. 1006(c)). The National Academy
of Sciences shall designate a member of the advisory
cormittee to sppear and testify at any such hearing with
respect to the report and recommendations of such com-
mittee upon request of the Secretary, the petitioner, or
the officer conducting the hearing: Provided, That this
shall not preclude any other member of the advisory
committee from appearing and testifying at such hearing.
As soon as practicable after completion of the hearing,
but not later than ninety days, the Secretary shall
evaluate the data and reports before him, act upon such
objections and issue an order granting, denying, or
cancelling the registration or requiring modification
of the claims or the labeling. Such order shall be
based only on substantial evidence of record of such
hearing, including any report, recommendations, under-
lying data, and reason certified to the Secretary by

an advisory committee, and shall set forth detailed
findings of fact upon which the order is based. 1In
connection with consideration of any registration or
application for registration under this section, the
Secretary may consult with any other Federal agency

or with an advisory committee appointed as herein pro-
vided. Notwithstanding the provisions of section 3.c.
(4), information relative to formulas of products
acquired by authority of this section may be revealed,
when necessary under this section, to an advisory com-
mittee, or to any Federal agency consulted, or at a
public hearing, or in findings of fact issued by the
Secretary. All data submitted to an advisory committee
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in support of a petition under this section shall be con-
sidered confidential by such advisory committee: Pro-
vided, That this provision shall not be construed as pro-
hibiting the use of such data by the coomittee in con-
nection with its consultation with the petitioner or
representatives of the United States Department of Agri-
culture, as provided for herein, and in connection with
its report and recommendationg to the Secretary. Not-
withstanding any other provision of this section, the
Secretary may, when he finds that such action is neces-
sary to prevent an imminent hazard to the public, by
order, suspend the registration of an economic poison
immediately. In such case, he shall give the registrant
prompt notice of such action and afford the registrant
the opportunity to have the matter submitted to an
advisory conmittee and for an expedited hearing under
this section. Final orders of the Secretary under this
section shall be subject to judicial review, in accord-
ance with the provisions of subsection d. TIn no event
shall registration of an article be construed as a
defense for the commission of any offense prohibited
inder section 3 of this Acth.

d. In a case of actual qontroversy as to the validity
of any order under this section, any person who will be
adversely affected by such order may obtain judicial
review by filing in the United States court of appeals
for the circuit wherein such person resides or has his
principal place of businesd, or in the United States
Court of Appeals for the District of Columbia Circuit,
within sixty days after the entry of such order, a
petition praying that the order be set aside in whole
or in part. A copy of the petition shall be forthwith
transmitted by the clerk of the court to the Secretary,
or any officer designated hy him for that purpose, and
thereupon the Secretary shall file in the court the
record of the proceedings on which he based his order,
as provided in section 2112 of title 28, United States
Code. Upon the filing of such petition the court shall
have exclusive jurisdiction to affirm or set aside the
order complained of in whole or in part. The findings
of the Secretary with respgct to aquestions of fact shall
be sustained if supported by substantial evidence when
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considered on the record as a 'whole, including any report
and recommendation of an adiigory committee. If appli-
cation is made to the court for leave to adduce addi-
tional evidence, the court may order such additional
evidence to be taken before the Secretary, and to be
adduced upon the hearing in such manner and upon such
terms and conditions as to the court may seem proper,
if such evidence is material and there were reasonable
grounds for failure to adduce such evidence in the
proceedings below. The Secretary may modify his find-
ings as to the facts and onder by reason of the addi-
tional evidence so taken, and shall file with the court
such modified findings and order. The judgment of the
court aifirming or setting aside, in whole or in part,
any order under this section shall be final, subject to
review by the Supreme Court of the United States upon
certiorari or certification as provided in section 1254
of title 18 of the United States Code. The commence-
ment of proceedings under this section shall not, un-
.less specifically ordered by the court to the contrary,
operate as a stay of an order, The court shall advance
on the docket and expedite the disposition of all causes
filed therein pursuant to this section.

e. Notwithstanding any qther provision of this Act,
registration is not required in the case of an economic
poison shipped from one plant to another plant operated
by the same person and used solely at such plant as a
constituent part to make arn economic poison which is
registered under this Act.

f. The Secretary is authorized to cancel the regis-
tration of any economic poisop at the end of a period
of five years following the registration of such
economic poison or at the end of any five-year period
thereafter, unless the registrant, prior to the expira-
tion of each such five-year period, requests in accord-
ance with regulations issued by the Secretary that such
registration be continued in effect.

BOOKS AND RECORDS

Sec. 5. For the purposes of enforcing the provisions
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of this Act, any manufacturer, distributor, carrier,
dealer, or any otHer person who sells or offers for sale,
deljvers, or offers for delivery, or who receives or
holds any economic poison or device subject to this Act,
shall, upon request of any employee of the United States
Department of Agriculture or any employee of any State,
Territory, or political subdivision, duly designated by
the Secretary, furnish or permit such person at all
reasonable times to have access to, and to copy all
records showing the delivery, movement, or holding of
such economic poison or device, including the quantity,
the date of shipment and receipt, and the name of the
consignor and consignee; and in the event of the in-
ability of any person to produce records containing such
informetion, all other records and information relating
to such delivery, movement, or holding of the economic
poison or device. Notwithstanding this provision,
however, the specific evidence obtained under this
section shall not be used in a criminal prosecution

of the person from whom obtained.

ENFORCEMENT

Sec. 6.a. The Secretary (except as otherwise pro-
vided in this section) is suthorized to make rules and
regulations for carrying out the provisions of this Act,
including the collection and examination of samples of
economic poisons and devices subject to this Act and
the determination and establishment of suitable names
to be used in the ingredient statement. The Secretary
is in addition, authorized after opportunity for hear-

ing--

(1) to declare a pest any form of plant or animal
life or virus which is injurious to plants, man,
domestic animals, articles, or substances;

(2) to determine economic poisons, and quantities
of substances conteined in economic poisons, which are
highly toxic to man; and

(3) to determine standards of coloring or discoloring
for economic poisons, and to subject economic poisons
to the requirements of section 3.a.(4) of this Act.




b. The Secretary of the Treasury and the Secretary
of Agriculture shall jointly prescribe the regulations
for the enforcement of section 10 of this Act.

c. The examination of economic poisons or devices
shall be made in the United States Department of Agri-
culture or elsewhere as the Secretary may designate for
the purpose of determining from such examination whether
they comply with the requirements of this Act, and if it
shall sppear from any such examination that they fail to
comply with the requirements of this Act, the Secretary
shall cause notice to be given to the person against
whom criminal proceedings are contemplated. Any person
so notified shall be given an opportunity to present his
views, either orally or in writing, with regard to such
contemplated proceedings, and if in the opinion of the
Secretary it appears that the provisions of this Act
have been violated by such person, then the Secretary
shall certify the facts to the proper United States
attorney, with a copy of the results of the analysis
or the examination of such article: Provided, That
nothing in this Act shall be construed as requiring
the Secretary to report for prosecution or for the
institution of libel proceedings minor violations of
this Act whenever he believes that the public interest
will be adequately served by a suitable written notice
of warning.

d. It shall be the duty of each United States
attorney, to whom the Secrétary or his agents shall
report any violation of this Act, to cause appropriate
proceedings to be commenced and prosecuted in the proper
courts of the United States without delay.

e. The Secretary shall, by publication in such manner
as he may prescribe, give notice of all judgments entered
in actions instituted under the authority of this Act.

EXEMPTIONS

Sec. T.a. The penalties provided for a violation of
section 3.a. of this Act shall not apply to--
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(1) any person who establishes a guaranty signed by,
and containing the name and address of, the registrant
or person residing in the United States from whom he
purchased and received in good faith the article in the
same unbroken package, to the effect that the article was
lawfully registered at the time of sale and delivery to
him, and that it complies with the other requirements
of this Act, designating this Act. In such case the
guarantor shall be subject to the penalties which wounld
otherwise attach to the person holding the guaranty
under the provision of this Act;

(2) eany carrier while lawfully engaged in trans-
porting an economic poison or device if such carrier
upon request by a person duly designated by the
Secretary shall permit such person to copy all records
showing the transactions in and movement of the articles;

(3) to public officials while engaged in the per-
formance of their official duties;

(4) to the manufacturer or shipper of an economic
poison for experimental use only by or under the
supervision of any Federasl or State agency authorized
by law to conduct research in the field of economic
poisons; or by others if a permit has been obtained
before shipment in accordance with regulations pro-
mulgated by the Secretary.

PENALTIES

Sec. 8.a. Any person vidlating section 3.a.(1l) of
this Act shall be guilty ot a misdemeanor and shall on
conviction be fined not more than $1, 000.

b. Any person violating any provision other than
section 3.a.(1) of this Act shall be guilty of a mis-
demeanor and shall upon conviction be fined not more
than $500 for the first offense, and on conviction for
each subsequent offense be fined not more than $1,000
or imprisoned for not more than one year, or both such
fine and imprisonment: Provided, That an offense com-
mitted more than five years after the last previous
conviction shall be considered a first offense. An
article the registration of which has been terminated
may not again be registered unless the article, its
labeling, and other materia) reguired to be submitted
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appear to the Secretary to comply with all the require-
ments of this Act.

c. Notwithstanding any othexr provision of this
Section, in case any person, with intent to defraud, uses
or reveals information relative to formulas of products
acquired under the authority of section 4 of this Act,
he shall be fined not more than $10,000 or imprisoned
for not more than three years, or both such fine and
imprisomment.

d. When construing and enforcing the provisions of
this Act, the act, omission, ¢r failure, of any officer,
agent, or other person acting for or employed by any
person shall in every case be also deemed to be the act,
omission, or failure of such person as well as that of"
the person employed.

SEIZURES

Sec. 9.a. Any economic poison or device that is being
transported from one State, Territory, or District to
another, or, having been transported, remains unsold or
in original unbroken packages, or that is sold or offered
for sale in the District of Columbia or any Territory,
or that is imported from a foreign country, shall be
liable to be proceeded against in any district court
of the United States in the district where it is found
and seized for confiscation by a process of libel for
condemnation--

(1) in the case of an e¢onomic poison--

(a) if it is adulterated or misbranded;

(b) if it is not registered pursuant to the pro-
visions of section 4 of this Act;

(¢) if it fails to bear on its label the information
‘required by this Act;

?E) if it is a white powder, economic poison, and is
not colored as required under this Act; or

(2) in the case of a devick if it is misbranded.

33-145 0—69——148
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b. If the article is condemned it shall, after entry
of the decree, be disposed of by destruction or sale as
the court may direct and the proceeds, if sold, less the
legal costs, shall be paid into the Treasury of the
United States, but the article shall not be sold con-
trary to the provisions of this Act or of the laws of
the jurisdiction in which it is sold; Provided, That
upon the payments of the costs of the libel proceedings
and the execution and delivery of a good and sufficient
bond conditioned that the article shall not be sold or
otherwise disposed of contrary to the provisions of
this Act or the laws of any State, Territory, or
District in which sold, the court may direct that such
articles be delivered to the owner thereof. The
proceedings of such libel cases shall conform, as near
as may be, to the proceedings in admiralty, except that
either party may demand trial by jury of any issue of
fact joined in any case, and all such proceedings shall
be at the suit of and in the name of the United States.

¢. When a decree of condemnation is entered against
the article, court costs and fees, storage, and other
proper expenses shall be awarded against the person, if

any, intervening as claimant of the article,

IMPORTS

Sec. 10. The Secretary of the Treasury shall notify
the Secretary of Agriculture of the arrival of economic
poisons end devices offered for importation and shall
deliver to the Secretary of Agriculture, upon his
request, samples of economic poisons or devices which
are being imported or offered for import into the
United States, giving notice to the owner or consignee,
who may appear before the Secretary of Agriculture and
have the right to introduce testimony. If it appears
from the erxamination of a sauple that it is adulterated,
or misbranded or otherwise violates the prohibitions set
forth in this Act, or is otherwise dangerous to the
health of the people of the United States, or is of a
kind forbidden entry into or forbidden to be sold or
restricted in sale in the country in which it is made
or from which it is exported, the said article may be
refused eduission, and the Secretary of the Treasury
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shall refuse delivery to the consignee end shall ceuse
the destruction of any goodp refused delivery ‘/hich
shall not be exported by thé consignee within three
months from the date of notice of such refusal under
such regulations as the Secretary of the Treasury may
prescribe: Provided, That the Secretary of the Treasury
may deliver to the consignee such goods pending examina-
tion and decision in the matteér on execution of penal
bond for the amount of the full invoice value of such
goods, together with the duty thereon, and on refusal
to return such goods for any cause to the custody of
the Secretary of the Treasury, when demanded, for the
purpose of excluding them firom the country, or for any
other purpose, said consignee shall forfeit the full
amount of said bond: And provided further, That all
charges for storage, cartage, and labor on goods which
are refused admission or delivery shall be paid by the
owner or consignee, and in default of such payment shall
constitute a lien against any future importation made
by such owner or consignee.

DELEGATION OF DUTIES

Sec. 11, All authority vested in the Secretary by
virtue of the provisions of this Act may with like
force and effect be executed by such employees of the
United States Department of Agriculture as the
Secretary may designate for the purpose.

AUTHORTIZATION FOR APPROPRIATIONS AND EXPENDITURES

Sec. 12.a. There is hereby suthorized to be appropri-
ated, out of any moneys in the Treasury not otherwise
appropriated, such sums as may be necessary for the
purposes and administration of this Act. In order to
carry out the provisions of this Act, which take effect
prior to the repeal of the Inseeticide Act of 161D,
appropriations available for the enforcement of such
Act are suthorized to be mace awvailable.




b. The Secretary is authorized from the funds appro-
priated for this Act to make such expenditures as he
deems necessary, including rents, travel supplies, books,
samples, testing devices, furniture, equipment, and such

other expenses as may be necessary to the administra-
tion of this Act.

COOPERATION

Sec. 13. The Secretary is authorized to cooperate
with any other department or agency of the Federal
Govermment and with the official agricultural or other
regulatory agency of any State, or any State, Territory,
District, possession, or any political subdivision
thereof, in carrying out the provisions of this Act,
and in securing uniformity of regulations.

SEPARABILITY

Sec. 1k, 1If any provision of this Act is declared
unconstitutional, or the applicability thereof to any
person or circumstances is held invalid, the con-
stitutionality of the remainder of this Act and the

applicability thereof to other persons and circumstances
shall not be affected thereby.




APPENDIX 4—SUPPLEMENTAL INFORMATION RELATING TO ADMINISTRA-
110N OF FEDERAL INsECTICIDE, FUNGICIDE, AND RODENTICIDE ACT

U.8. DEPARTMENT OF AGRICULTURE, AGRICULTURAL RESEARCH SERVICE

BUPPLEMENTAL INFORMATION RELATING TO ADMINISTRATION OF FEDERAL
INSECTICIDE, FUNGICIDE, AND RODENTICIDE ACT

Functions of Pesticides Regulation Divigion

The Federal Insecticide, Fungicide, and Rodenticide Act, which was enacted
by Congress in 1947, requires that all economic poisons must be registered with
the Department of Agriculture prior to shipment in interstate commerce. The
act has since been amended to eliminate registration under protest, to require the
registration number to appear on the label, and to bring such materials as
plant regulators, desiccants, and and defoliants under the reguirements of the
act. The act regulates shipment in interstate commerce and not the intrastate
movement or the nse of pesticides.

The Pesticides Regulation Division of the Agricultural Research Service is
directly responsible for the registration and enforcement of the act. Before a
product ean be registered, the manufacturer or formulator must file a formal ap-
plication, submit five copies of the proposed labeling, a statement of complete
chemical composition of the product, and extensive data on both efficacy and
safety. ;

The new chemicals evaluation staff first reviews the label for accuracy of
chemical eomposition, ingredient statement, net contents, chemical nomenclature,
and product name.,

The product evaluation staff, made up of specialists in entomology, plant
pathology, agronomy, bacteriology, and animal biology, reviews the labels and
data for effectiveness. Among the criteria used are the pests to be controlled,
dosage and rate of application, soil persistence, metabolism, phytotoxicity,
migration, translocation, and method of application.

The pesticides safety evaluation staff reviews the toxicological data with
respect to safety to man, fish, and wildlife, and other beneficial animals. The
principal eriteria used in the safety evaluation are the results of acute, oral,
dermal, and inhalation studies, subacute feeding studies, eye and skin irritation,
sensitization, neurotoxicity, reproduction, and earcinogenic studies. On the
basis of the data, it can be determined whether the front panel of the label
shall earry the signal word “Danger,” “Warning,” or “Caution,” and what pre-
cautionary statements are necessary, which, if complied with, are adequate to pre-
vent injury to living man and other vertebrate animals, vegetation, and useful
invertebrate animals.

If the product is to be used on food or feed, careful consideration is given to
residues that are likely to oceur from such use and in which case the matter is
referred to the Food and Drug Administration for establishing a tolerance.

After the scientific review has been completed, the application is again re-
viewed in its entirety to determine if the product is acceptable for registration.
If data are inadequate, the applicant is so advised and registration is withheld
until all requirements have been satisfied. If it appears that registration is in
order, the label and data are referred to the Department of the Interior and/or
the Department of Health, Education, and Welfare as provided for under the
interdepartmental agreement. The purpose of this agreement is to give the other
Departments an opportunity to advise the Department of Agriculture of any
changes in labeling that might be necessary to further protect the publie, or to
protect fish and wildlife. Our scientists are in day-to-day communication with
HEW and Interior.

When all requirements have been satisfied, the product is registered and the
applicant is assigned a registration number. When the product is shipped in
interstate commerce it is under constant surveillance to determine if it is in com-
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pliance with the law. The Pesticides Regulation Division maintains a field
inspection force located in ‘arious regions of the United States, who sample
economic poisons wherever they are found, and send them to the laboratories
for investigation. If a product is found to be in violation of the act, the manufac-
turer or shipper is subject to criminal prosecution. The produet may be seized
or, if it poses a serious threat to health, the manufacturer is requested to with-
draw it from the market. Tn fiscal year 1969, we sampled more than 8,000
products shipped in interstate COMmeree,

The Pesticides Regulation Division maintains close liaison with State officials
through the Association of American Pesticide Control Officials in developing
uniform registration requirements and enforcement procedures,

What Products Are Registered?

More than 45,000 products made from one or more of 900 chemical compounds
arc urrently registered by USDA. Of these, farmers use pesticides to fight
harimnful weeds, insects, plant diseases, and other pests attacking their livestoek
and feed crops; plant regulators to produce seedless fruits and vegetables and
to prevent premature dropping of fruit: and plant defoliants and desiceants te
cause leaves to drop or plants to mature uniformly so that mechanical harvest
ing ean be used more efficiently.

Although farmers use by far the largest volume of the pesticides produced
in this country, approximately half of the pesticide products registered by
USDA are designed for nonfarm nses around or in homes, apartment buildings,
and industrial plants.

Industrial uses of chemical products registered as pesticides are quite varied.
For example, manufacturers nse chemical pesticides against fungi in literally
thousands of products ranging from asphalt, paint, and plasties to jet fuel.
Other pesticides are used by industry to make such products longer lasting and
more attractive to con=umers,

All sterilizing, disinfecting, sanitizing, germiecidal, and bacteria killing chemi-
cals—except those sold exclusively for use on or in the living body of man or
other animals—are classified as “pesticides” and must be registered with
USDA. These include products to sterilize and disinfect surgical and dental in-
struments, barber shop and beauty parlor instruments and equipment, dairy
equipment, and such restaurant equipment as dishes and glasses,

Homeowners and avartment dwellers alike use pesticides practically every
day. The housewife fights such insects as roaches and ants with pesticides: she
combats mildew and other fungi in clothing with fungicides: and she applies
detergent sanitizers in her laundry and antibacterial sprays in her bathrooms
and kitchens to keep them sanitary and clean smelling.

Homeowners regularly use insecticides on their lawns, rose bushes, and other
ornamentals to protect them against insects. They also apply fungicides on lawns
to control grass diseases and herbicides on lawns, driveways, and other areas to
control weeds. All of these types of chemicals are registered by USDA.

What Are the Requirements?

USDA scientists give primary consideration to the safety of users and con-
sumers when setting the rigid standards that pesticide products must meet
before they are aceepted for regist ration.

Once an application for registration is submitted to the Pesticides Regulation
Division, the scientific staff begins an exhaustive review of supporting evidence
provided by the manufacturer. Pertinent information available from other
soureces is also considered.

The Division's pha rmacology and toxicology staff review proposed uses of pesti-
cide formulations to determine whether or not snch nses wounld be hazardous to
our health and if such hazards can be a voided. Chemists review the apnlication
from the standpoint of the chemical composition and the compatibility of the
mixture. They also evaluate the scientific data supporting the manufacturer's
claims about the amounts and duration of any resdues resulting from the use of
a pesticide.

Entomologists, weed control specialists, bacterinlogists, plant pathologists and
physiologists, nematologists, and animal biologists study the application from
the standpoint of their particular areas of competence, They determine how
effective a pesticide would be against the nests listed on the label—and whether
or not the produet would cause unwanted side effects,

If the review staff decides that the product would be nseful and ecan be nsed
safely when directions are :arefully followed, the product may then be registered,
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What About Residue Tolerances?

As additional protection, pesticides to be used on food and feed crops must
meet special reguirements for registration. Such pesticides cannot be registered
until the Food and Drug Administration of the Department of Health, Educa-
tion, and Welfare has determined how much residue—if any—ecan safely be per-
mitted to remain on food or feed crops. FDA must otherwise determine if a
product ean be exempted from this requirement. Pesticides must be very low in
toxicity, however, to be exempted from tolerance requirements. Pesticides nsed
in a way not involving food or feed do not require a tolerance.

In requesting FDA to establish a permissible residue level, the applicant must
sgubmit suitable scientific data on the toxicity of a chemieal and the amount of
residue likely to result from its use. On the basis of this and other available in-
formation, FDA determines how much residue—if any—may be permitted.
USDA will not register the produet until satisfied that any residue will not
exceed the level established by FDA.

Although responsible for the registration of pesticides, USDA officials consult
with and seek the advice of experts at other Federal agencies to further insure
that the publie interest is fully protected. USDA routinely refers pesticide labels
to the Public Health Service, for example, for the formal opinions of health au-
thorities. Applications involving proposed outdoor uses of pesticides are referred
to the Fish and Wildlife Service of the Department of the Interior for review
and comment about the possible adverse effects of the pesticide on fish and wild-
life. The opinions of such agencies are considered fully before USDA officials
decide on a registration application.

How Are Standards Enforced?

UUSDA carries out enforcement activities to make sure that pesticide produets
being marketed interstate continue to meet the standards required for registra-
tion and sale. Pesticides Regulation Division inspectors loeated at strategie
points throughout the United States collect samples of pesticides and send them
to a USDA laboratory for testing. USDA scientists analyze these samples with
highly sensitive equipment to make sure the product contains all the ingredients
in the amounts listed on the label and that the product is not adulterated with
chemieals or other materials not listed on the label.

USDA scientists also make laboratory and field tests on a regular basis to
check the effectiveness of registered pesticide produects. And they conduct phar-
macological tests to see that safety precautions continue to be adequate.

If a product is found to be misrepresented or faulty in any way, appropriate
actions are taken to correct the situation. In a minor violation, an informal
notice to the company may be sufficient. More =erious violations may result in
a formal nofice of violation, seizure of the company’s goods, or even prosecution
of the violator. Registration for a product may be suspended or canceled at any
time if necessary to protect the public interest.

Enforcement
1. Citations

Section 6.c. of the act (7 U.8.C. 135d(c) ) provides that whenever an economic
poison or device is found to be in violation of the act, a notice shall be given to the
person against whom criminal proceedings are contemplated. This eitation pro-
cedure is intended to be applicable to all violations of the act, Its primary purpose
is to give the person cited an opportunity to submit any facts or explanations
relevant to the alleged violation.

First, the citation procedure is a part of the criminal procedures of the act.
The citation is the statutory prerequisite to criminal prosecution. Therefore, a
citation is something more than a mere perfunctory notice of violation. It is a
serious matter, and it must be viewed as a serious matter by both the regulatory
agency and the regulated industry.

In determining the action which should be taken following citation, we care-
fully review the answer to each citation from the standpoint of (1) the nature
of the violation, (2) the explanation given by the person cited as to the reason
for the alleged violation, and (3) the assurances given concerning the corrective
action to be taken.

2. Criminal prosecution

It is not required under the act that all violations be referred to the Depart-
ment of Justice for prosecution. Specifically, the act provides that the Depart-
ment of Agriculture is not required to send to the Department of Justice violations
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of a minor nature where a defermination has been made that the public interest
will be served by a suitable notice of warning.

The enforcement of the act through eriminal prosecution is not only required
by the statute, but supports and strengthens the other enforcement activities as
well. For example, the citation procedure becomes fully effective only when it
relates to a strong prosecution program.

In December 1967, a new prosecution and import section was created in the
Pesticides Regulation Division, The purpose in creating this section was not only
to establish more effective procedures for the ha ndling of prosecutions, but also
to focus attention upon the fact that prosecutions are an important part of the
enforcement program.

In any matter where we believe criminal prosecution should be initiated, a
criminal prosecution file is prepared in the prosecution and import section and
the matter is referred to the Office of the General Counsel (OGC) of the Depart-
ment with a recommendation that prosecution be initiated.

Our present operating guidelines for the referral of cases to OGC are that we
will recommend proseention in all eases where (1) the evidence indicates that
the violation was willful, (2) violation is of a serious nature (for example,
significant deficiency of active ingredient or contamination) and is the result of

apparent gross negligence, or (3) the company has engaged in repeated
violations.

3. Recall of Products

The FIFRA contains no provisions relating to the reeall of produets. However,
cooperative action by manufacturers in recalling defective or hazardous products
is the most effective and efficient means of removing violative products from
channels of trade.

In Beptember 1967, the Pesticides Regulation Division made its first request
to a manufacturer that a complete recall of a product be initiated. Since that
time recalls have become an integral part of our enforcement program. It is our
intention to make increased use of recalls in the future. We believe that recalls
should be initiated in all cases involving products which are potentially hazar-
dous or ineffective. Recently, our internal procedures were revised to assure that
products in the potentially hazardons or ineffective category are “flagged” at
the earliest possible time and thereafter handled on an expedited basis.

4. Seizures

Recalls by the manufacturer or shipper are the most effective and efficient
means of removing violative products from the market. To the extent that recall
actions are effective there will be no necessity to resort to seizure actions. There-
fore, our seizure activities are primarily directed toward the removal from the
market of potentially hazardous or ineffective products where recall action is
not effective. This involves (1) obtaining from the manufacturer or shipper in-
formation concerning all consignees of the violative product, (2) obtaining sam-
ples of such product at every possible product location, and (3) the initiation
of seizure actions with respect to such product in every instance where supporting
data is obtained.

5. Section j.ce—Cancellation of Registration

Section 4.c. of the act (7 U.8.C. 135b(¢)) authorizes the Secretary to cancel
the registration of a product whenever it does not appear that the product or its
labeling comply with the provisions of the act. The statutory procedure for the
cancellation of registration in this situation is to notify the registrant of the
determination that registration of the product should be canceled, together with
the reasons for such determination, and to afford the registrant a period of 30
days within which to make any necessary corrections. In addition to the oppor-
tunity to make corrections, the registrant may file a petition requesting that the
matter be referred to an advisory committee or file objections and request a public
hearing,

6. Correspondence

Violations which are considered minor in nature are handled under the corre-
spondence procedure. In these cases, the Pesticide Regulation Division notifies
the manufacturer or shipper of its findings in order that the persons so notified
may take such action as is warranted. The emphasis here is on corrective action
prior to a full-blown violation.

Whenever the evidence obtained throngh our sampling and testing program
reveals that a product is inherently defective, the proper and most efficient action
is a section 4.c. notice of cancellation action. Procedures have been established
for the use of such an action in our overall enforcement program.




ArrPENDIX H.—INrormaTiON CoNCERNING REcaLn Acrions INITIATED
BY THE Pesticipes Recurarion Division Durineg T Periob JUuLy
1, 1968-A priL 30, 1969

INFORMATION CONCERNING RECALL AcTIoNs, JULY 1, 1968-Airin 30, 1969

The information set forth in the attached tabulation relates to 23 Pesticides
Regulation Division initiated recalls during the period July 1, 1968-April 30, 1969,
in which the information received is substantially complete.

In each of these cases it was concluded that the amount of product withdrawn
represented the entire quantity of the product known to be on the market. In
these cases the companies were requested to make a complete record check in
order to identify all consignees of the product, or product locations, and to have
the product returned. The companies were also requested to inform Pesticides
Regulation Division of (a) the steps taken to recall the product, and (b) the com-
pleteness of the recall action. In some, but not all, of these cases, inspectors
of Pesticides Regulation Division assisted the companies in the reecall procedures
and verified the reports of the recall actions.

Procedures have been established to assure that all product locations are
covered in any recall action and that an accurate appraisal can be made of the
completeness of the recall action,
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ApPPENDIX 6.—REPORT OoF THE TAsk Forck oN THE PEsticipEs REcuLA-
TioN Division, NoveMmBER 1965

NATIONAL ACADEMY OF SCIENCES
NATIONAL RESEARCH COUNCIL

DIVISION OF CHEMISTRY AND CHEMICAL TECHNOLOGY
2101 Constitution Ave., Washi D. C. 20418

Apvisory CENTER ON TOXICOLOGY HarRY W. Havs, Direcior

November 19, 1965

Dr. Robert J. Anderson

Deputy Director

Agricultural Research Service
U. S. Department of Agriculture
Washington, D, C. 20250

Dear Dr. Anderson:

On behalf of the Task Force assigned to review the regis-
tration and enforcement procedures of the Pesticides Regulation
Division of the Department of Agriculture, I am pleased to sub-
mit the enclosed report.

Throughout this study, we have been mindful of the fact
that our primary mission was to suggest ways and means of
correcting any deficiencies that were found to exist and not to
fix the blame. Considering the magnitude of the Division's
responsibilities in providing for the safety and effectiveness of
the thousands of formulations registered with the Department of
Agriculture, the advances in research and technology, and the
pressures of industry to market its products, we believe the
Division has, over the past twenty years, done a very creditable
job. However, circumstances surrounding the widespread use
of pesticides require a modern and efficient organization to meet
its responsibilities,

The organizational chart attached to this report is meant
to be illustrative of how we believe the Division should be organ-
ized. The precise titles will, of necessity, be dictated by policy
within the Department of Agriculture, :




While this report is not considered to be confidential, it
does deal with sensitive areas and some of the statements made
could be distorted or misinterpreted. Many of the conclusions
were based upon impressions gained from personal interviews
and we would not wish to compromise the confidence of those
who gave us assistance. We hope, therefore, that the distri-

bution of the report will be limited to those who have a need to
know.

It has been a pleasure and a privilege to serve as Chairman
of the Task Force. We have tried to make an objective and thorough
study of the problems and I sincerely appreciate the efforts of each
of the participants.

Sincerely yours,

e

Harry W. Hays, Ph.D., Chairman
Task Force on the Pesticides

Regulation Division
Enclosure
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RiZEPORT OF TASK FORCE ON
PESTICIDES REGULATION DIVISION

Purpose of Study

The Federal Insecticide, Fungicide and Rodenticide Act of 1947
provides for the regulation of the marketing of economic poisons and
devices in interstate commerce, During the past decade there has been
a steady increase in the discovery and development of new pesticide
chemicals and as of January 1965, over sixty thousand formulations
have been registered with the U. S, Department of Agriculture. The
greatly expanded registration and enforcement program of the
Pesticides Regulation Division has made it necessary to study ways

and means of meeting this increased work load and for this reason, the

Secretary of Agriculture, Orville L. Freeman, appointed a Task Force

to:

Review and evaluate the mechanics of registration,
enforcement, management, and organization of the
Pesticides Regulation Division in administering the
Federal Insecticide, Fungicide, and Rodenticide Act,

and to make recommendations for their improvement.




Review and evaluate the criteria used in determining
the safety and efficacy of pesticides and other agri-

cultural chemicals,

Review and evaluate work performance efficiency in

processing registration applications and recommend

changes, including automation, which might be used to

improve that efficiency.

Review and evaluate the environment for scientists as
it relates to initiative and attraction of competent per-

sonnel.

Explore the adequacies of space, facilities, and financial

support of the Division's program.

Review the Interagency Agreement as it relates to the

registration of pesticides.

Explore ways to improve cooperation between the Pesticides
Regulation Division and industry which would be mutually

beneficial.




h. Review the procedures for cooperation and liaison with
units within the Department of Agriculture and with other

Federal and State agencies,

In an effort to make a thorough study and critical review of the
problems assigned to the Task Force, the Chairman invited repre-
sentatives of the Agricultural Research Service including the Division's
staff, representatives of the Department of Health, Education and Welfare
and the Department of the Interior, and representatives of industry to
appear before the group to discuss problems relating to the regis-
tration of pesticides, The Task Force wishes to express its sincere

appreciation to all those who have contributed so generously to this study.

II. Comments on Regulations

The first major change in the Federal Insecticide Act of 1910 was
made in 1947 with the passage of the Federal Insecticide, Fungicide
and Rodenticide Act (61 Stat. 163). Since then, several amendments

have been added, which, among other things, extended the scope of the

Act to include nematocides, plant growth regulators, defoliants and

desiccants.

The Act provides that all economic poisons must be registered
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with the U, S. Department of Agriculture before being shipped in
interstate commerce, The Regulations for registration and enforce-
ment of the Act are administered by the Pesticides Regulation Division
of the Agricultural Research Service of the U. S. Department of
Agriculture. The prime objective in administering the Act and Regu-
lations is the protection of the public. A pesticide chemical must not
only be effective against a particular pest or pests, but also suitable
of being used with safety to humans, crops, livestock, and wildlife.

To this end, the Act and Regulations require that all applications must
be supported by convincing evidence of safety and effectiveness before

registration is granted and that the product must be properly labelled.

III. Organization and Management

A, Relation of Pesticides Regulation Division to Agricultural
Research.Service

The history of pesticide regulations dates back to 1910 when
it was known as the Insecticide, Fungicide Board., From 1930-1954

it was housed in the Agricultural Marketing Service with the exception

of two years when it was a part of the War Food Administration. Since

then it has been a part of the Agricultural Research Service under




the general supervision of the Deputy Administrator for Regulatory

Programs. This relationship of the Pesticides Regulation Division
to the Agricultural Research Service affords the opportunity for
close cooperation between the activities of the two groups in evalu-
ating the safety and effectiveness of pesticides and it therefore seems
reasonable that the regulatory division should be closely allied to the
research organization,

In reviewing the registration procedures, the Task Force
gained the impression that products have been registered on the basis
of professional judgment in lieu of adequate data with no record being
made of the basis for action. Information is often available in the
Agricultural Research Service to guide registration of insecticides,
fungicides, herbicides, and nematocides and the Division should be
encouraged to work closely with the research laboratories of the
Agricultural Research Service. There is, however, insufficient
research effort in the Agricultural Research Service to guide regis-
tration and enforcement in areas of animal biology, bacteriology,

and pharmacology.




B. Organization of Pesticides Regulation Division

At the present time the Pesticides Regulation Division is com-
posed of a Director's office and a Registration and Enforcement Branch
which includes registration and enforcement sections. In addition, there
is a Technical Evaluation Staff with six scientific sections: Animal
Biology, Bacteriology, Entomology, Plant Biology, Chemistry, and
Pharmacology. The Branch Chief and each of the Section Heads report
directly to the Director of the Division,

The responsibilities of the Pesticides Regulation Division

require a decisive and forceful administration and steps should be taken

to develop, at all levels, leadership, initiative, and a sense of urgency

in accomplishing the job at hand.

C. Registration
Essentially, three different categories of applications are re-
ceived by the Pesticides Regulation Division: (1) 2 new pesticidal
chemical; (2) new uses for a pesticide already registered, and (3) new
registrations for old products but by different distributors, formulators,
or manufacturers, Currently, applications for registration of pesti-

cides in all categories are given the same review process.
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The 1964 amendment of the Regulations required that the labels
of all registered products must bear a registration number and certain
additional precautionary statements. Since neither industry nor the
Division was prepared to meet the effective dates, extensions have
been granted to 1966. During the past fiscal year, several hundred
applications were received from companies which had not previously
registered any products with the Depart ment of Agriculture. It was
also noted that the Division has had to request additional information
on more than fifty per cent of all the applications received. These,
as well as other problems associated with registration, have resulted

in a substantial increase in the work load of the Division.

Work Flow

All applications and approved registrations are kept in uni-
form jackets and when applications are received in the Registration Section,
a check is made of the manufacturer's jacket(s). If there is none, jackets
are prepared and the applications given a manufacturer's number. The
jackets are then delivered by messenger to the Chemistry Section where
they are reviewed for statement of composition, ingredient statement on

the label, brand name, methods of analysis, and necessary warnings
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as to fire hazard. If the application does not contain a statement of
complete composition, a letter is sent to the applicant requesting

such information and the jacket(s) held in the Chemistry Section until
a statement is received. When Chemistry has completed its review,
the applications are delivered by messenger to the appropriate section
for evaluation and comments, These reviews consist of comparing
directions for use with established use patterns for the chemicals
listed in the '"Summary of Registered Agricultural Pesticide

Chemical Uses.' If the proposed use does not comply with the estab-
lished use pattern, the application is not registered and the jacket is
held until adequate data are received to support the claims. If the pro-
posed uses involve food or feed, the jacket is marked for ''residue
review'' and returned to the Chemistry Section for further study, in-
cluding possible referral to the Food and Drug Administration,

After review for efficacy, the applications are forwarded
to the Pharmacology Section for evaluation and comments on safety.
When completed they are returned to the Registration Section along
with the penciled comments of each of the sections. Copies of the

proposed labels are forwarded to the U. 5. Public Health Service and
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the Department of the Interior for review and comments, These are
returned within a week and if either agency requests changes in the
precautionary labeling, the jackets are again forwarded to the appro-
priate sections in the Division. The comments of the Public Health
Service and Interior are then combined with those of the Division
staff and the Registration Section prepares a letter to the applicant
approving or withholding registration,

All records are kept in the Registration Section and are
coded for future reference. When a new chemical is registered, the
jacket is referred to the Director's Office where an administrative
letter is prepared for distribution to the State regulatory agencies,
The Task Force was advised that the average time for registration is
approximately eight weeks.

It is our opinion that the procedures currently used to
process the renewal of registered products are not efficient for handling

the present work load. We find no justification for each section follow-

ing the same procedures for reviewing renewals and routine applications.

Once the use pattern has been established, it should be a relatively

simple matter for one office to process these applications. We
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therefore strongly urge the establishment of a Renewal Section under
the supervision of a Deputy Director for Registration which would be
responsible for the review and approval of all routine applications.
This would drastically curtail the flow of applications from one
section to another and greatly reduce the time required for process-
ing a previously registered product, The Task Force also recom-
mends the creation of a New ApplicatiorsSection under the supervision
of the Deputy Director for Registration which would be responsible for
review and approval of all new and unusual applications.

Before applications are submitted to the Renewal or New
Applications Sections, they should be reviewed for completeness of
information required by the Regulations. If additional data are needed
for either new or renewal applications, the Deputy Director for
Registration should make a formal request, This would prevent the
registrant from being contacted by several sections acting independently
and also reduce the flow of correspondence.

The physical problem of handling the large volume of

labels and accompanying data involving registration is so great that

it is mandatory that a system be developed to provide an adequate and




orderly flow of material through the Division, There is also an urgent
need to develop a filing and storage system to permit ready retrieval
of pertinent data. Nowhere is there any control of routing of jackets
and it is difficult, if not impossible, to locate a jacket at any given
time. Jackets have been lost for varying periods and in some cases

it has been necessary for the registrant to file another application.

2, Notice of Renewal of Registration

The Act and Regulations provide that all economic poisons
registered with the Department of Agriculture be re-registered every

five years, Prior to the end of this period, the companies are notified

that registration will be cancelled within 30 days unless the Pesticides

Regulation Division is informed of intent to continue the registration,
If no reply is received within the 30-day period, a second notice is
sent by registered mail informing the registrant that registration will
be cancelled unless the Division is notified within the next 30 days.
We feel that the 30-day notice of intent to cancel a regis-
tration as provided in the Act is the only notice required and that the
practice of sending a second notice should be discontinued. It should

be the responsibility of any company registering a product with the
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Department of Agriculture to comply with this provision of the law.

Procedures for Requesting Information and Replies to
Inquiries

It was observed that, in the process of reviewing appli-
cations, additional information is being requested independently by
various sections in the Division and in some cases by handwritten
letters. As previously mentioned, the Chemistry Section frequently
asks for information on inert ingredients and holds the jacket until
it is received, When the jacket is finally received in the Registration
Section, further information may be required and the registrant con-
tacted again., There is no follow-up of any of this correspondence and
if the registrant does not reply, the jacket is filed and no further action
is taken.

This lack of coordination within the various sections is
confusing to industry, delays registration and creates a lack of con-
fidence in the Pesticides Regulation Division. This situation should not
be allowed to continue and steps should be taken to avoid duplication

of effort by assigning this responsibility to the Deputy Director for

Registration. Under no circumstances should handwritten letters be

sent to registrants.




There have also been complaints about the method
of handling replies to incoming correspondence. The current pro-
cedure of preparing letters in draft for review by the Director is a
very cumbersome process and should be discontinued. We think
routine requests should be answered over the signature of a senior
professional staff member, while letters involving Department of
Agriculture policy should be prepared in final form and forwarded

to the Director's office for signature.

4, Maintenance of Files

At the present time all registration and case development
files are maintained in a central location and under the control of the
Director's office. The Task Force noted first of all, that there is
inadequate space in the file room and there are not nearly enough
files to handle all of the jacket material so that documents are being

housed in unlocked files and boxes with no security control. In addition,

jackets containing confidential information are often left on desk tops

and in unlocked drawers. We do not question anyone's integrity but
the maintenance of security control is the responsibility of the

Pesticides Regulation Division since the information is acquired under




authority of Section 4 of the Act. Industry representatives have ex-
pressed concern over the handling of applications, particularly those
containing confidential information, and we fully agree that every
registrant is entitled to the fullest protection possible, The law pro-
vides a penalty for revealing information relative to product formu-
lations and the Division should insist that security measures be observed
throughout the registration process., The Public Health Service and the
Department of the Interior have been advised of this provision in the Act.
The Task Force also noted that present space limitations
preclude confidential discussions with representatives of industry,
Immediate steps should be taken to set aside specific times and areas

for this purpose,

5. Work Measurement

While records are being furnished to the Director's office

relative to work received and completed, there has been no compre-

hensive work measurement system. We feel that work measurement
is an essential and necessary part of good management and should be
included in the Division's activities, It would provide for a distribution

of work load, the number of items to be processed in relation to the




available personnel, permit a day-to-day analysis of backlog, and
provide a basis for realistic budget requirements, The main objective,
however, should be directed toward developing an efficient distribution

of work load and to take advantage of maximum individual performance.

Criteria

The most important aspect of registering a pesticide
chemical is the criteria used in determining safety and effectiveness.
The Act and Regulations require that the registrant must provide data
to support the registration and the Division must decide what criteria
to use in accepting or rejecting the application. In reviewing this phase
of registration, the Task Force found no written formal outline in any
of the sections setting forth minimum requirements. While in many
instances the judgments may have been good, they have nevertheless
been much too arbitrary., Decisions have been made on the basis of
personal knowledge possessed by the Section Head, but many of these
have not been documented with adequate experimental data, Inspection
of some documents has shown no appropriate information on trans-
location, persistence, fate, crop safety and only a very meager amount

of toxicological data. The Division does not have a policy of requesting
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new data in support of renewal applications, even though the published
literature has indicated the need for further review. No real consid-
eration has been given to massive treatment of certain soils or crops
with pesticides which may cause injury to subsequent crops. The reason
for this apparent lack of a critical review of all renewals as well as new
applications has been attributed to a shortage of qualified scientific
personnel trained to evaluate safety and effectiveness. We feel that it
more likely due to having no established set of requirements that

must be met before registration can be granted,
B

In registering any economic poison as defined in the Act,

the Pesticide Regulations Division must satisfy itself that registration
and labeling provide for safety and efficacy. Requirements for toxicity
data have recently been substantially increased and this aspect must

be reviewed constantly to insure as full protection for the user and the
public as is possible within the framework of the law. We strongly urge
the development of basic requirements for establishment of safety and
effectiveness for the various classes of compounds. This would permit
all applicants to comply in a uniform way and would greatly curtail the

need for personal interviews.
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There is also some confusion regarding the definition of
terms. For example, when a material is registered for use at two
pounds per acre, does this mean when applied uniformly or does it
mean two pounds per acre of actual treated soil, which may, in fact,
be only a small portion of the total crop area. Efforts should be made
to relate the accepted quantities of pesticides to be applied to the

methods of application.

Personnel

Over the past six years there has been a steady growth in
the number of professional people employed in each of the Technical
Evaluation Sections. Most of these people have received degrees in
their respective disciplines except in Pharmacology where the training
has been only ancillary to their major field. Because of the importance
of pharmacology and toxicology in determining the safety of all products
registered with the Department of Agriculture, we recommend that
persons with advanced training in these disciplines be added to the
Division,

We believe that the grade system is, in general, com-

parable to other regulatorydivisions in the Agricultural Research Service,
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although there may be some areas where the grade level is not com-

patible with the responsibilities of the position and may have been a
deterrent to acquiring competent professional personnel. The time spent
by each professional employee in his present grade averages 2.7 years,
indicating that there has been a progressive promotion program in line
with increased staffing. There is a wide range in age groups and it would
appear that there are a number of persons in the 40-50 year age bracket
who are potential candidates for more responsible positions, However, the
mere promotion of people will not improve productivity or competence.

It was observed that throughout the Division there has
been a general decline in morale, due largely to a pervasive lack of
leadership, incentive, an aggressive training program, or encourage-
ment to participate in scientific meetings. The functions and the adminis-
tration of the Pesticides Regulation Division are not fully understood by
those in responsible positions. Each section has its own interpretation
of the Act and Regulations; there is a lack of communication between
sections as well as within sections; and there is confusion regarding the
policy toward advanced training. All of these have, in our opinion, con-

tributed to the letdown in morale,




It is suggested that immediate steps be taken to:
(a) define the mission and responsibilities of the Pesticides Regulation
Division, particularly the authority to demand adequate evidence of
safety and efficacy, and convey this to the staff; (b) institute a formal
employee training and orientation program, including seminars;
(c) improve communications between the various sections as well as
with other departments; (d) clarify lines of authority within the Division.
Of particular concern to the Task Force was the lack of a
formal recruitment program, The Division cannot possibly cope with
the volume of work unless it makes a real effort to seek out competent

people in the areas of greatest need.

D. Enforcement

Field Inspection

As of June 30, the Pesticides Regulation Division had sixteen
inspectors covering 15 territories in the mainland of the United States.
These territories vary in size from two to five states depending on the
number of manufacturers in the area and the volume of pesticides used.

The enforcement activities are divided into five principal functions:

{(2) collection of official samples by the inspectors; (b) laboratory
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testing for compliance with the law and review of the results by the
Technical Staff; (c) seizure actions based on laboratory and other testing;
(d) handling of imports, and (e) cooperation with State regulatory agencies.

When samples have been collected by an inspector along
with supporting information regarding interstate shipment, the samples
are shipped to one of the five laboratories for analysis. The results are
then forwarded to Washington for evaluation. If the sample is in accord-
ance with the statement on the label, no further action is necessary, If
the sample is in violation of the law, the lot may be seized and the shipper
notified of his failure to comply with the law.

While there has been a steady increase over the past five
years in the number of samples submitted and the number of seizures
instituted, these samples represent only about four per cent of the total
number of registered products., This program needs to be greatly
accelerated and a goal of sampling ten per cent of all the products

annually would not be unreasonable. This could be partially accom-

plished by reorganization and increased efficiency., In any event, the

Division should examine the size and distribution of its inspection
sample to make sure it is an adequate representation of all important
components of the interstate pesticide trade,
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We believe that the enforcement program must be strong
if registration is to be meaningful. It should be the objective of the
Division to have inspection in every State, thus giving credence to the
claims made by the Department of Agriculture that it maintains sur-
veillance over the products which '"protect American food supply,
health and property.' There is, at present, no aggressive recruitment
and training program for inspectors and the Division depends largely
upon the availability of former FDA inspectors. Also,field and other
enforcement personnel have been called upon to assist in registration,
This only lessens the effectiveness of the enforcement program and is
of limited benefit to registration. These conditions need to be corrected

and a long-range planning program instituted.

Laboratories

While it was not possible for the Task Force to visit all
of the laboratories associated with the Division's activities, we did
receive reports on those at Corvallis, San Francisco, and New York
and most of the members visited the laboratories at Beltsville. The
general impression was that the chemical laboratories were well

equipped with reasonably adequate space, but staffed by chemists who
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lack leadership and knowledge of the mission of the Division.

The Task Force recognizes the importance of the chemistry
laboratories to enforcement, but we are of the opinion that the regional
or field laboratories should be consolidated into one central chemical
laboratory. The necessity to expand each regional laboratory as the
work load increases, along with duplication of equipment, makes them
costly and inefficient. Each regional laboratory must have a capability
of analyzing a wide variety of products since samples are submitted on
a random basis and this requires an extremely versatile staff which is
not likely to be found at the lower grades. We believe a central labora-
tory would allow for greater specialization at the lower grades and
greatly facilitate the efforts of the enforcement branch to do a more
effective job. Time and distance in transporting samples are no longer

deterrents to a centralized facility if properly utilized.

In regard to the laboratories in Entomology, Animal

Biology, Plant Biology, and Pharmacology, we can see no significant
contribution of their activities in relation to the activities of the Division.
In 1964, these laboratories tested several hundred samples but the re-
sults of these tests were not used in seizure actions. Samples sub-

mitted to the Bacteriology laboratory are tested for effectiveness and




are not referred to the Chemistry laboratory for analyses,
We recommend that the Division make a thorough evaluation
of the need for these laboratories in relation to the overall mission of the

Division and unless they can be made effective, they should be abandoned,

E. Proposed Changes in Organization

As our review of the procedures used in registration and enforce-
ment progressed, it became increasingly evident that certain changes in
organization are needed if the Pesticides Regulation Division is to meet
its responsibilities in an efficient and orderly manner. We therefore
propose the following changes and which are illustrated in the chart

attached to this report.

l. An Advisory Staff selected from the various scientific

disciplines, and any others the Director may appoint, The purpose of
this Advisory Staff would be to assist the Director in establishing policy
matters in the Division as well as in matters involving other Government
agencies and industry. This staff would establish and review, on a con-

tinuing basis, the criteria to be used by the Registration and Enforcement

Sections, including the development of a manual of internal procedures

and a manual of instructions for industry. They would assist the Deputy




Director for Registration in resolving problems of registration arising
from interagency review; assist the Deputy Director for Enforcement
in case development, and assist the Office of Technical Data in assembl-

ing information.

An Office of Technical Data under the Director of the

Division, to develop and maintain a modern information and retrieval

system that would be useful to registration and enforcement activities.
All personnel in the Division would assist in assembling technical data.
Since much of the information would be of a proprietary nature, it will

be necessary to develop control procedures.

3. An Administrative Officer who would be responsible for

preparing the budget, developing a work measurement system, handle

personnel matters, and assist in general housekeeping duties,

4, A Registration Branch under the supervision of a Deputy

Director for Registration, who would be responsible for all aspects of
registration including arrangement of conferences with industrial repre-
sentatives. He would also seek the advice of the Advisory Staff in

matters pertaining to interagency review.




The Registration Branch would include three sections:

(a)

Registration Section - Receive and acknowledge all

applications, assign file numbers, check them for
completeness of information and route them to the
appropriate sections for review. Maintain regis-
tratic;n files for the Division with proper security
control. Upon completion of review, assemble
labels and appropriate information to be forwarded
to Health, Education and Welfare and Interior with'
proper transmittal records. Notify the registrants
of acceptance or rejection of applications, notify
industry of registrations subject to renewal, and
advise State regulatory officials when new pesti-

cidal chemicals are registered.

Renewal Section - This section would be staffed

primarily by personnel from the present Technical
Evaluation Sections and would be responsible for
complete review of all renewal and routine appli-

cations.




New Applications Section. This section would be

staffed, in part, by personnel from the present
Technical Evaluation Sections and would be
responsible for all new and unusual applications,
including the approval of use patterns, safety and
efficacy, chemical nomenclature, precautionary

labeling, residues, etc.

An Enforcement Branch under the supervision of a Deputy

Director for Enforcement who would be responsible for all aspects of

enforcement activities, This Branch would include:

(a) An Investigation Section responsible for collecting

samples for laboratory testing and gathering re-

lated information for case development.

A Case Development Section to evaluate and

interpret reports and investigational data, make
recommendations as to seizures, citations, and
prosecutions, and prepare necessary reports

and correspondence.
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(c) A Laboratory Section, All laboratories would be

under the direct supervision of a Chief of
Laboratories. They would assay samples sub-

mitted by inspectors.

Relation of Pesticides Regulation Division to Industry

Since the enactment of the Insecticide, Fungicide, and Rodenticide
Act of 1947, numerous changes have been made in the Regulations affect-
ing the registration of pesticide chemicals. Industry has been very
responsive to these changes and the Division has, in turn, made every
effort to allow industry a reasonable period of time to comply with the
Regulations. The introduction of new chemicals and the necessity to
review thousands of new labels has brought about a long delay in the
registration process and the principal complaint of industry has been
that the Division is not making a real efiort to meet its responsibilities.
As a consequence, industry has proposed,;and we fully agree that:
(a) a manual of instructions specifying the type of information needed
for different classes of products would facilitate registration, (b) a
standard format for submitting data would be of mutual benefit,

\c) the registrant be notified of receipt of application and file number,




{d) the application be reviewed for completeness and the registrant
notified imnmediately of any deficiencies, (e) a system be developed
to prevent multiple requests for the same information, (f) security
control be developed to protect confidential information.

While the Division may have been lax in developing methods to
meet the increased demands, it must also be recognized that industry
can and should do more to facilitate registration. There are many
instances where applications have been poorly and improperly prepared
with no supporting data for proposed changes in labeling. Every
registrant should be required to supply whatever information is neces-
sary for a proper evaluation of safety and no effort should be made
toward registration until all information has been received. Approxi-
mately one half of all registrations are from companies associated
with the Chemical Specialties Manufacturing Association or the National
Agricultural Chemicals Association, and through experience, these

organizations have been able to provide assistance to their member

companies. However fifty to sixty per cent of the registrations come

from unaffiliated companies.




V. Guidelines for Industry

At the present time there are not sufficient guidelines for industry
to iollow in submitting an application for review by the Pesticides
Regulation Division other than what is described in the Regulations.
Each registrant submits what has been suggested as a result of indi-
vidual conferences or what he assumes to be necessary, What is
sufficient for one group of compounds may not be sufficient for another.
In evaluating a new herbicide, for instance, one would certainly want
such information as toxicity, effectiveness, translocation, degrad-
ability, persistence, fate, use pattern, and crop safety. While it may
be impossible to determine in advance all the information required to
register a new chemical, it is possible to outline in principle, the
kinds of data that would be essential to evaluate safety and effectiveness
for phytotoxic and non-phytotoxic chemicals. Each compound or formu-
lation, however, must be evaluated individually.

A manual of instructions outlining the basic requirements for each
of the Sections in the Division would be most helpful and would greatly

reduce the number of conferences required by industry representatives.

It would provide more uniformity in applications and reduce the time
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red for review. The manual should include a format for sub-

mitting information, samples of types of finished labels for different

classes of compounds, number of copies required, forms to be used

in submitt names of dealers, etc. The Division should also prepare
a check list that could be sent to the registrant when further information

is needed.

eragency Agreement

For many years the Director of the Pesticides Regulation Division

maintained informal liaison between the Public Health Service, the Food
and Drug Administration, and the Fish and Wildlife Service of the
tment of the Interior. It was felt, however, that this informal liaison

was not enough and the President's Science Advisory Committee recom-
mended in its "Report on Use of Pesticides'' that, in addition, decisions
on registrations clearly relating to health should be reviewed by the
Department of Health, Education and Welfiare, and matters relating to
fish and wildlife should be reviewed by the Department of the Interior.

In 1964, the Secretary of Agriculture, the Secretary of Health,
mducation and Welfare, and the Secretary of the Interior signed an

departmental Agreement whereby the Department of Agriculture
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would furnish to the other departments a listing of all proposals affect-
ing registration and re-registration of pesticides and any additional in-

formation pertaining thereto. While the intent of this Agreement was to
provide closer cooperation between the departments, its implementation

nas been hampered by a lack of cooperation and understanding regarding

its true intent. The personnel of the Pesticides Regulation Division
stated that the Public Health Service is responsible for the delay in
registrations, and that the duplication of reviewing labels is unneces-
sary. They also feel that its record over the years is evidence that

tae Division is fully capable of evaluating the public health aspects.

The Public Health Service representatives, on the other hand, informed

the Task Force that USPHS should be responsible for registration of

pesticides relating in any way to public health, that it has never taken

more time to review the proposals than permitted in the Agreement,

and that in many cases data are insufficient for approving the registration.
There were numerous complaints from both agencies that can best be
described as ''picayunish, ' reflecting immaturity and irresponsibility.
These complaints have been detrimental to the implementation of the

Agreement. In contrast, the Fish and Wildlife Service and the Food and
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Drugz Administration have, in the opinion of the Task Force, shown

evidence of good cooperation with the Department of Agriculture in

the review of labels and in resolving areas of disagreement.
Some of the reasons for the apparent difficulties and delay in regis
tration arising from the implementation of the Interagency Agreement
(1) Comments and corrections made by the reviewers of appli-
ions in the Pesticides Regulation Division are not forwarded to
Heaith, Education and Welfare and Interior. (2) There are no guide-
outlining specific areas of responsibility. As a result, the Public
Heal.n Service reviews the labels for spelling, chemical nomenclature,
irade names, generic names, size of print, etc., which are functions
delegated by law to the Department of Agriculture. (3) The provisions
cement for settling differences between agencies simply have
no: been followed. Item (b) of the Agreement states that 'if there is
reason to question any of the items on the list, this will be communi-
cated to the originating department within one week, stating the specific
reason for need for further review.'" It was observed that, in many
il.atances, the Public Health Service had not stated any reason but

d more information was needed. As a matter of fact, the
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Puolic Health Service has taken upon itself, auathority to obtain infor-
mation from the manufacturer by direct correspondence, and this, we
believe, is unwarranted. It has caused confusion and lack of confidence
on the part of industry over the registration of pesticides. These areas
of responsibility must be clearly defined by the representatives desig-
nated under the Agreement and issued in a memorandum of instructions.
The Interagency Agreement itself, should be critically reviewed and
perhaps revised.

The number of objections to registration that have not been re-
solved is of particular concern. Item (d) of the Agreement clez
states that "if one department concludes that the proposal should be
rejected in whole or in part, this view shall be expressed in writing
and shall be supported by appropriate scientific evidence. Upon being

notified, the department responsible for final action will take the

initiative to work out a basis for agreement. " Our study revealed that

the Public Health Service has, in most instances, failed to support its
objections with scientific evidence. Unsupported personal opinion is
not a valid basis for denial or cancellation of a registration.

Urless the Department of Agriculture is provided with scientific
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ce to support objections, a basis of agreement cannot be found.
Item (e) of the Agreement provides that "in the event agreement

is not reached among the department representatives within two weeks
of the initial objection, the matter will then be referred directly
Secretary of the Department responsible for final action with such
information, views, and recommendations as the three department
representatives deem appropriate.' This has not been done. We fully
support t provision of the Agreement and if adequate information is
not made available by either of the two departments, the Secretary

should proceed with '"'whatever administrative and scientific review

procedures seem appropriate under the circumstances, ' as provided

in Item (f).

The Task Force agrees with the statement in the recent report
of the Pesticides Residue Committee of the National Academy of
Sciences that the primary responsibility for registering pesticide
chemicals saould continue to be the responsibility of the U. S.
Department of Agriculture and that other Federal agencies should

(-]

serve in an advisory capacity.
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es for the Pesticides Regulation Division

After talking with each of the Section Heads regarding his responsi-
bility in reviewing applications, it became apparent that there was a
complete lack of instruction and procedure to be followed within the
Division. As a result, each section is operating as an independent unit
with its own ways of maintaining files and records and with no regard
to the objectives of the Division.

Ve believe that detailed instructions must be developed, including
flow charts on the steps required to complete a registration and indi-
cating the relation of the individual sections to each other as well as

to the overall mission of the Division. Each section should be cognizant

of information being developed in other sections and a uniform system

f handling such data should be developed and maintained for the benefit
the Division personnel. These requirements should be set forth by

the Director as a part of a long-range planning program.

VIII. Relation :stici egulation Division to State and Local

Section 13 of the Federal Insecticide, Fungicide and Rodenticide
Act authorizes the Secretary to cooperate with any other department or

agency of the Federal Government and with the official agricultural or




State regulatory agency of any State or subdivision thereof, incarrying

out the provisions of this Act in securing uniformity of regulations.
he passage of this Act, the State officials formed the
American Association of Pesticide Control Officials to work with the
Pesticides Regulation Division in developing Federal-State cooperative
ation programs.
it that a joint cooperative program was necessary if
adequate protection was to be provided the people in this country. It
generally agreed that States would expect the Pesticides
lation Division to assume primary responsibility for evaluating
registration, set up guidelines, and generally
ation to the States which would enable each State to
luate products registered within a State that were not subject to the
Federal law on the same basis as they would be evaluated if they re-
ired Federal registration.
There have regular meetings through the years of the
Executive Committee of the Association of American Pesticide Control
representatives of the Pesticides Regulation Division.

ese have been very helpful in e: ; States to develop registration




programs, and in some cases States have required that a product be

it would be

whereby analyses of pesticides

made by the various State enforcement agencies would be reported to

the Pesticides Regulation Division. It was hoped that this would give

additional information to enable the Pesticides Regulation Division
eniorcement program to have opportunity to concentrate in those areas

where mor iorcement was needed and support the States rather than

duplicate the work being done. Many States regularly provide infor-

mation to the Division and those that are not doing so should be
ouraged to support this effort. The Task Force believes that this
should be a two-way street, and that in turn, the Pesticides Regulation
ivision should provide the individual States full information of its
d results of its sampling in particular States.

In recent months there has been no follow-up of the information

d by the States because of the backlog of registration work which
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1t of the foregoing study, the Task Force makes the

following recon

ari
1e Pesticides Regulation Division and keep

personnel informed of the objectives.

s Director's Office should consist of a Deputy Director

Registration, a Deputy Director for Enforcement, an

nistrative Officer, an Advisory Staff, and an Office

ical Data.

Registration Branch havir
tration Section, (b) a Renewal Section, and (c) a New
A

Applications Section, the latter two being composed of

resent Technical Evaluation Sections.

Under the Deputy Director for Enforcement, establish

orcement Branch ree sections:(a) a Case

Cevelopment Section, (b) an Investi

ation Section, and

(¢} a Laboratory Section.
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OFFICE OF DIVISION DIRECTOR

Administers a national program to enforce Federal acts governing economie
poisons which are distributed. sold, or offered for =ale in any territory or the
District of Columbia, or which are shipped or delivered for shipment from any
State, territory, or the District of Columbia to any other State, territory or the
Diistrict of Columbia, or which are received from any foreign country.

1. Policy and program formulation.—Recommends policies in line with, and
assisting in formulation of, overall Department goals relating to control of eco-
nomie poisons. Formulates programs and develops long-range program plans
toward achievement of these goals. -

2. Program direction.—FProvides technical and administrative direction, coor-
dination, and leadership in the execution of approved policies and programs.

3. Cooperatve relationships.—Represents the Agricultural Research Service in
developing and maintaining relationships with Federal, State, foreign, public and
private agencies in the conduct of the division program.

4. Program analysis and evaluation.—Provides for the inspection, review, and
evaluation of program operations for the purpose of appraising the efficiency and
effectiveness of policies and programs,

5. Staff development.—Provides for the development and training of the pro-
fessional staff,

6. Interdepartmental coordination—Represents the Department in interde-
partmental coordination on matters relating to regulation, control, and usage of
economic poisons.

7. Studies—Conducts studies as required to carry out division responsibilities
for determining safety and effectiveness of economic poisons.

REGULATION AND INTERPRETATION STAFF

1. Program criteria.—Develops, recommends, and provides staff assistance in
promulgating regulations, standards, and procedures governing the marketing
of pesticides and the enforcement of regulations. Provides staff assistance in the
interpretation of division directives and directives of other agencies,

2. Program date.—Develops and maintains a data collection, storage, and re-
trieval system to provide to all division activities information essential to the
efficient registration, inspection, and certificaton of pesticides products.

3. Program appraisal—Evaluates the division control program and inter-
agency coordination activities to ascertain validity of criteria and effectiveness of
program.

INTERAGENCY COORDINATION STAFF

Represents the Division in interagency and other cooperative relationships
on matters relating to the toxicity and residual effects on man and beneficial
plants and animals. Determines areas of disagreement and recommends ap-
propriate action to obtain understanding and expedite the flow of technical
data and findings between agencies. Recommends changes in Division policy to
insure full cooperation and compliance with interagency agreements. Partici-
pates with other agencies in the formulation of more effective agreements, Co-
ordinates directly with the evaluation staffs of the Food and Drug Administra-
tion and the Department of the Interior on all Division registration actions
requiring interdepartmental review,

NEW CHEMICALS EVALUATION STAFF

1. Application—Examines and analyzes data supporting applications for reg-
istering products containing new chemicals and/or new uses of old chemicals.
Furnishes opinion statements as to the amount of residue likely to result from
a proposed pesticide use. Develops and recommends Division chemical analyses
program in support of registration. Provides technical reviews of Division's
chemical laboratories.

2. Residue persistence.—Conducts comparative analysis of reports of research
and monitoring activities on registered patterns of use to determine if use re-
sults in illegal residue. Initiates action to terminate use pattern or product
registration where studies indicate illegal residue,

3. New/improved laboratory techniques.—Analyzes internal and external tech-
niques and technological developments to insure maximum effectiveness of the
Division’s chemical analysis activities. Insures publication of standard chemi-
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cal analysis methodology incorporating latest techniques and to provide uni-
formity in Division chemical analysis and reports.

4. Liaison.—Provides liaison with related research efforts to promote appli-
cation of research findings to division programs and facilitate conduct of di-
vision studies,

5. Evaluation advice—Informs the product evaluation staff of new product
and new use residue analyses and advises regarding decision of registration
or noncompliance.

PESTICIDES SBAFETY ADVISORY STAFF

1. Pesticides safety—Conducts comparative analysis of reports of research
and monitoring activities to determine the environmental effects on humans and
nontarget plants and animals resulting from various use patterns, degrees of
nsage, and usage over extended periods.

2. Precautionary labeling—Provides staff assistance and guidance in deter-
mining and developing the optimal size and wording, and use of precautionary
labeling to protect humans and wildlife.

3. Safety information—Replies to other ARS agencies and individual user
inquiries concerning safety and hazards associated with the use of economic
poisons,

4. Studics.—Recommends and develops Division toxicological studies as needed
to support registration activities and toxicological evalnation procedures, Pro-
vides techuical review of Division’s toxicological laboratories.

5. Safety advee—Informs the product evaluation staff of safety-hazard find-
ings of product and use analyses and advises regarding decision of registration
or noncompliance.

REGISTRATION BRANCH

1. Program administration—Provides for the administrative routing of all
registration and labeling applications to insure: numbering ; acknowledgment ;
recommendation of review and evaluation; notification of findings to the appli-
cant, HEW, Interior, State authorities, and appropriate Division activities.

2. Correspondence.—Prepares correspondence on applications, certifications,
and registrations based on final determination made by the chief staff officers
of the product evaluation staffs, Prepares notices of registration.

3. Registration log.—Monitors registration and label suspense files to insure
timely notification of expiration and renewal dates. Reviews registrations for
changes brought about by new findings which affect previously granted regis-
irations. Compares new registration applications with existing registrations and
notifies appropriate evaluation staff of any conflict.

ENFORCEMENT BRANCH

Plans, directs and coordinates with other Federal and State programs, field
activities necessary to effectively regulate the marketing of economic poisons.
This involves the following activities :

1. Inspection.—Collects official samples of registered products and con-
ducts investigations of nonregistered produets. Gathers all essential techni-
cal data and records and prepares statements of circumstances necessary
when prosecution or notice of warning is warranted. Seizes or confiscates
product when appropriate and supervises disposition of condemned products.

2. Laboratory Services.—Conducts chemical analyses and biological tests
of all official samples taken from interstate shipments to determine if
samples are effective when used as directed and are being marketed as rep-
resented at time of registration. Conduects laboratory tests to analyze, test,
and evaluate formulations as requested by the product evaluation staff.

3. Case development.—Prepares case files on all alleged violations based
on the investigational data, laboratory findings, and the opinions of the
appropriate staffs. Determines the legal action appropriate and prepares
citations. As required, certifies facts to U.S, attorney for prosecution and
prepares notice of judgements.

PRODUCT EVALUATION BTAFFS

Make final decisions, within the guidelines of the Division policy and eri-
teria, concerning the approval of registration or notification of non-compliance
of all economic poisons. Provide for the prompt and expeditious evaluation
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of all applications for registration giving the highest priority to renewal ap-
plications. Conduet reviews of advisory committee findings and recommend
the appropriate technical issuances with respect to registration of the prod-
uce, Review pesticides applications and certify as to the unsefulness of a spe-
cific product. Coordinate with other chief staff officers of the Division and
other agencies for opinions on product efficacy and safety within the staff as-
signed category of products.
Product evaluation staffs are established in the following groupings:

Disinfectants evaluation staff Herbicides and plant growth regulators
Fungicides evaluation staff evaluation staff
Insecticides evaluation staff Rodenticides evaluation staff




Arpenpix 8.—ExaMrLEs oF OpsecTions Raisep By THE Pusric HeaLTH
SERvVICE T0 REGISTRATION OF PEstices, Wrra Comarexts sy USDA
axp PHS CoxcervNing Vartouvs Catecories oF QBIECTIONS

The following information concerning various categories of objections made
by the Public Health Service to registration of pesticide products was furnished
by the Pesticides Regulation Division ;

To obtain accurate figures as to the number of produets which are being mar-
keted to which the Public Health Service objected would necessitate an extensive
review of records. We have listed examples of objection comments made by Public
Health Service and have tabulated these on the attached table. It is noteworthy
that the numbers have decreased over the years such that in fiseal year 1969 there
were 185 registrations or reregistrations that appear to have been issued over
Public Health Service's objections. This decrease is evidence that we have made
use of many of their objections.

EXAMPLES OF OBJECTION COMMENTS MADE BY PHS

A. We cannot recommend registration of this registration number based on the
fogging usage pattern as stated. We suggest that the label directions provide for a
Z-hour time period following fogging before the room can be occupied.

B. We cannot recommend registration of the following registration numbers
because they contain mercurials in concentrations for uses not approved in the
memorandum of March 19, 1968, from Dr. Thomas H, Harris to Dr. Harry W.
Hays.

C. We cannot recommend registration of this registration number based on the
seed usage pattern until a dye is added to impart an unnatural color to the grain
as a safety precaution against human consumption of the treated seed.

D. We cannot recommend registration of this registration number because the
design and usage pattern provide for continuous vaporization of a pesticide in
enclosed areas.

We would not object to registration of this produect if the label bore the state-
ment “Do not use in rooms continuously occupied by infants or infirm
individuals.”

E. We cannot recommend registration of the following registration number
based on the home lawn usage pattern. Products containing chemicals sufficiently
toxie to cause serious harm when a very small amount is consumed should not be
stored or utilized around the home.

F. We cannot recommend registration of this registration number based on
the type of bait used. Baits utilizing human foods create an undue hazard in
the home environment especially to children.

G, We cannot recommend registration of the following registration numbers
until additional toxicological data are available to more clearly estahlish the
safety of this produet, (This category also includes objection to registration due
to lack of time to review data available, lack of a physical sample of the product
and lack of data.)

H. We cannot recommend registration of this registration number because we
do not believe that compounds which are carcinogens in experimental animals
should be employed in pesticides.

I We cannot recommend registration of the following registration number
containing sodinm fluoride as an active ingredient for use in the home because
it does not contain a dye. Regulations for the enforcement of the Federal In-
secticide, Fungicide, and Rodenticide Act state that a sodium fluoride product
shall be uniformly colored blue or green.

J. We cannot recommend registration because the usage pattern ecalls for
placing the product on squares of bread, which poses an undue hazard to chil-
dren in and around the home,

K. As outlined in Dr. Daniel I. Mullally’s letters of December 4, 1964, and
May 18, 1965, concerning Naled (Phosphoric acid, 1,2-dibromo-2, 2-dichloroethyl
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dimethyl ester), we cannot grant approval to the following registration numbers :

L. We cannot grant approval of the following registration numbers containing
Bromacil (Uracil, 5-bromo-3-sec-butyl-G-methyl-), as outlined in Dr. Daniel L
Mullally's letter of May 5, 1965, to Dr. Robert L. Jasper :

M. We are unable to grant approval to Registration Number ————— for the
use of Vapona strips in closets or homes. We do not object to the use of this
product in garbage cans and tight meter boxes.

N. As ontlined in Dr. Daniel I. Mullally’s letter of December 4, 1964, concern-
ing Dibrom, we cannot grant approval to the following registration numbers :

0. We cannot grant approval for the following registration numbers because
these applications make animal drug claims. It is our understanding that these
products would fall under the purview of the Food and Drug Administration,
and we suggest that you contact them.

Fiscal year-

1965 1966

_1%?

] | S R

1 includes objection comments which were less prevalent than those listed above.

In addition to providing examples of objections made by PHS, the USDA Pesti-
cides Regulation Division also made comments on the various categories of
objections. The Division of Pesticide Registration, Food and Druog Administra-
tion (which now has the label review responsibilities formerly carried out by
PHS) was given an opportunity to review and reply to the USDA comments. The
following material prepared by the Food and Drug Administration lists the PHS
objections, the USDA comments and the FDA response (identified as “PHS
Reply”) :

In validating the number of products for which registration was issued by
USDA over the objection of Public Health Service for the fiscal of 1967, 1968, and
1969, we find that USDA has apparently issued more registrations over our ob-
jections than we objected to. Disregarding this small numerical disagreement, it
is evident that USDA is registrating approximately 100 percent of the registra-
tions objected to by PHS. USDA has not informed PHS as to why the objection
was not acceptable.

USDA stated “it is noteworthy that the numbers (objections) have decreased
over the years”, but it is also noteworthy that the total number of registration
applications submitted by USDA for review have also decreased over the years,
Since, during the past year we only received approximately 60 percent of the
registration applications which were accepted for registration by USDA, the re-
maining 40 percent conld contain a high percentage of the various types of
products which we object to. Thus the figure of 185 (USDA) is not valid in terms
of total registrations for the fiscal year 1969.

It should also be pointed out that during fiscal year 1969, we made 5,052 sug-
gested label changes.

Following is our reply to the comments made by USDA concerning various
PHS objections.
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A. PHS objections

We cannot recommend registration of this registration number based on the
fogging usage pattern as stated. We suggest that the label directions provide for
a Z-hour time period following fogging before the room can be occupied.

USDA comment

We have concurred with this objection on those products that we felt were
warranted although Public Health Service did not submit scientific evidence.
PHS reply
The data submitted in support of registration was not sufficient to insure
complete safety of humans on immediate occupancy of the treated area. Although
USDA stated “we have concurred with this objection,” registration was issued
to every application we objected to.

B. PHS objection

We cannot recommend registration of the following registration numbers
because they contain mercurials in concentrations for uses not approved in the
memorandum of March 19, from Dr. Thomas H. Harris to Dr. Harry W. Hays.

USDA comment

We do not have scientific evidence to support cancellation of older registered
products that fit this category. We have discussed this matter of mercurials with
Dr. Prindle who agreed it was not necessary to cancel the registration of older
products, but we agreed with Dr. Prindle that new products of this type should
not be registered until additional toxicological data was submitted regarding the
hazards of that particular product. Additionally, we requested Public Health
Service to conduct epidemiological studies to determine the effect of mereury
compounds in the environment of man.

PHE reply

Our policy is set forth in the aforementioned letter. See attachment No. 1.

(Attachment No. 1 is a March 19, 1968, letter from Thomas H. Harris, Chief of
the Registration Section, pesticides program, PHS, to Dr. Harry W. Hays, direc-
tor of the Pesticides Regulation Division, USDA. The letter makes the follow-
ing statements :

“Upon consideration of the problem of continued registration of niereury
compounds and their formulations, we are withdrawing our objections to certain
of these compounds and their formulations, but are continuing our objections
to other specified compounds and uses.

“Specifically, we withdraw our objections to phenylmercury formulations of
less than 1-percent concentration for use as (a) paint, or other protectants, for
wood or tile, including prepainted tiles; (b) fungicides for lawns, trees, or
shrubs; and (¢) fungicides for dust rags, dust mops, or other dust control prepa-
rations, including formulations of 0.1 percent or less on air filters or polyethylene
sheeting.

“We withdraw our objections to medicinal statements containing ammoniated
mercury, elementary mercury, and phenylmercuric compounds. It i= only be-
cause these preparations are used for the control of ectoparasites that they fall
under the Insecticide, Fungicide, and Rodenticide Act at all.

“We will continue to object to the use of any mercury compounds for the
treatment of fabrics unless we can get real assurance that the fabric thus
treated will never find its way into laundries where hospital linens and baby
diapers are processed. Experience with pentachlorophenol indicated that snch
assurance is virtually impossible to obtain.

“Available information indicates that alkylmerenry compounds are so danger-
ous that their use as pesticides should be prohibited. Therefore, we shall con-
tinue to object to the use of such compounds as ethylmercurithiosalicylic acid,
methylmercury dicyandiamide, and methylmercury hydroxide at any concentra-
tions for uses such as industrial water treatment, lawn treatment, dust control,

or any other pesticide use.”)
C. PHS abjection
We cannot recommend registration of this registration number based on the

seed usage pattern until a dye is added to impart an unnatural color to the
grain as a safety precaution against human consumption of the treated seed.
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USDA comment

The Federal Insecticide, Fungicide, and Rodenticide Act does not require a dye
to be added to pesticide products used for treating seed. It does require that all
seed that has been treated must bear a special warning “Treated seed—Do not
use for feed, food or oil purposes.” Certain produets do not lend themselves to
being dyed because the coloration is nmeutralized over a period of time due to
incompatibility with other chemicals in the product. The Federal Seed Act does
not require a dye to be added to seed treatment products although such treated
seed must bear a warning statement that it has been treated. There is no single
dye that will distinctively discolor all seeds. If a dye is to be used at the time
of treating the seed, the color chosen must be based upon the kind of seed to
be treated. The Federal Food, Drug and Cosmetic Act requires that all seed
that is treated with a chemical must be denatured in a fashion that will pro-
hibit its use for food or feed. It suggests such denaturing can be done by distinet-
ly discoloring the seed with a dye; however, this is done at the time that the
seed is treated by the incorporation of a dye at the seed treatment plant.

PHS reply

We concur that treated seed should be labeled as such and also be noticeable to
the unaided eye. However, we believe a dye should be present in the pesticide
formulation. This would reduce the chances of treated seed finding its way
into the human food chain, This refers to all seed being treated, not just those
at the seed treatment plants. One company voluntarily adds a dye to their
products.

D. PHS objection

We eannot recommend registration of this registration number beeause the
design and usage pattern provide for continuous vaporization of a pesticide in
enclosed areas.

We would not object to registration of this product if the label bore the state-
ment “Do mot use in rooms continuously occupied by infants or infirm in-
dividuals.”

USDA comment

The wording used by Public Health Service for this category is more a con-
dition than on objection. Sometime ago we agreed with Public Health Service
on the required precautionary statement and have been calling for it routinely
on this type of product. We transmit labels to Public Health Service simultane-
ous with starting our own review and therefore, Public Health Service does not
have the benefit of knowing our review has required this precautionary state-
ment.

PHE reply

We will continue to make this objection if the labels are received without the
required caution statement. However, this problem appears to have now been
settled.
B. PHS objection

We cannot recommend regisiration of the following registration number
based on the home lawn usage pattern. Products containing chemiecals sufliciently
toxic to cause serious harm when a very small amount is consumed should not
be stored or utilized around the home.

T8DA comment
This objection by Public Health Service is inconsistent with the Hazardons
Substances Act which permits concentrates to be stored or used around the
home provided that they bear adequate precautionary statements; for example,
household ammonia, chlorine produets, 1ye, ete.
PHS reply
The recommendations of this division are not governed by the Hazardous
Substances Act. It is onr opinion that when you reduce or eliminate the hazard-
ous economie poisons in the home, yon reduce hazards.
F. FDA objection
We cannot recommend registration of this registration number based on the
type of bait used. Baits utilizing human foods create an undue hazard in the
home environment especially to children.
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USDA comment

We have concurred with Public Health Service on this objection. We con-
sider any material attractive to children to be a potential hazard and we appreci-
ate Public Health Service calling this to our attention. We require that baits
containing human foods be of such physieal state or color that they are no longer
recognizable as food material. Additionally, the label must bear a statement
that baits must be placed only in areas inaccessible to children and pets.

PHS reply

During the fiscal year 1969, PHS objected to the registration of only four
applications in this area. If USDA concurs with the PHS objection, as stated in
their comment, why were all four applications registered over PHS objection?
Attached please find a photocopy of these registration applications. See attach-
ment No. V.

(Attachment No. V is in the subcommittee files. It consists of material relating
to proposed registration of Paket Brand Poison Peanuts Gopher & Mole Killer,
Hub States “Antu” Rat Poison, J. J. Dill Co. Pelleted Poison Peanuts, and
Sperry’s Poison Peanuts.)

G. PHS objection
We cannot recommend registration of the following registration number until

additional toxicological data are available to more clearly establish the safety of
this product.

USDA comment

We have concurred with this objection. Note from the table that the number

has decreased significantly over the years for this objection.
PHS reply

During the fiscal year 1969, PHS objected to the registration of only five
applications in this area. If USDA concurs with the PHS objection, as stated in
their comment, why were all five applications registered over PHS objection?
Attached please find a photocopy of these registration applications. See attach-
ment No, VI,

(Attachment No, VI is in the subcommittee files. It consists of material relat-
ing to proposed registration of zinc finosilicate and sodium arsenate for use in
mothproofing fabrics and various insecticide combinations to be sprayed in food
handling areas.)

H. PHR objection
We cannot recommend registration of this registration number because we do

not believe that compounds which are earcinogens in experimental animals should
be employed in pesticides.
USDA commment

There is no supporting evidence for this objection. The Delaney clause to which
Public Health Service is probably referring is not applicable because it refers to
residues on food and therefore to oral ingestion of the chemical. A chemical that
is a carcinogen by oral ingestion does not necessarily mean it is a earcinogen by
inhalation or skin contact. Studies are being conducted by several routes of
administration. There is no evidence of a carcinogenic effect from a single ex-
posure or even short intermittent exposures. Most carcinogenic studies are based
on continnous exposure over long periods of time.

PHS reply

It is our opinion that the general public should not be exposed to a chemical
known to be a carcinogen when equally effective noncarcinogenic chemicals are
available. We are hesitant to state that a chemieal which causes cancer only on
chronic exposure in rodents will not cause eancer in humans even after occasional
contacts.
I. PHR objection

We cannot recommend registration of the following registration number con-
taining sodinm fluoride as an active ingredient for nse in the home because it does
not contain a dye. Regulation for the enforcement of the Federal Insecticide,
Fungicide, and Rodenticide Act state that a sodium fluoride produet shall be
uniformly colored blue or green.
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USDA comment
We concur with this objection. This is another instance where Public Health
Service did not know at the time of their review that we had already established
that the product had been discolored.

PHS reply
We shall continue to make this objection until we are notified of the change.
J. PHS objection
We cannot recommend registration because the usage pattern calls for placing
the product on squares of bread, which poses an undue hazard to children in and
around the home.
USDA comment
This is an extension of objection “F.”
PHS reply
See item F.
K. PHS objection
As outlined in Dr. Daniel I. Mullally's letter of December 4, 1964, and May 18,

1965, concerning Naled (Phosphoric acid, 1,2-dibromo-2, 2-dichloroethyl dimethyl
ester), we cannot grant approval to the following registration numbers.

USDA comment

We have apparently satisfied Public Health Service. It would appear from

table 1 that previous objections have now been resolved.
PHS reply

This objection was based on the inadequate data supplied by USDA. See
attachment No. IT.

(Attachment No. II, the December 4, 1964, letter from Dr. Mullally, Medical
Officer, Office of Pesticides, PHS, to Dr. R. J. Anderson, Deputy Administrator,
Agricnltural Research Service, is in the subcommittee files. The letter reviews
various alleged deficiencies in studies submitted and makes the following state-
ment :

“In summary, most of the studies submitted lack any semblance of scientific
rigor. In addition, chronie animal studies are lacking, observations on the health
of occupational workers are not reported, and there are no laboratory experi-
ments on higher mammals. Furthermore, there are no reproductive studies.

“The studies submitted are incomplete, unsophisticated, and unsatisfac-
tory. * * *)

L. PHS objection

We cannot grant approval of the following registration numbers containing
Bromacil (Uracil, 5-bromo-3-sec-butyl-6-methyl-), as outlined in Dr. Daniel L.
Mullally's letter of May 5, 1965, to Dr. Robert L. Jasper.

U'SDA comment

We have apparently satisfied Public Health Service. It would appear from

table 1 that previous objections have now been resolved.
PHS reply

This objection was based on the inadequate data supplied by USDA. See at-
tachment No. II1.

(Attachment No. ITI, the May 5, 1965, letter from Dr. Mullally to Dr. Jasper,
assistant chief of staff officer, Pharmacology, Pesticides Regulations Division, is
in the subcommittee files, Tt lists four additional types of studies considered by
PHS to be necessary to complete its appraisal of Bromacil.)

M. PHS objection

We are unable to grant approval to registration No. for the use of
Vapona strips in closets or homes. We do not object to the use of this product
in garbage cans and tight meter boxes.

I'SDA comment

We have apparently satisfied Public Health Service. It would appear from
table 1 that previous objections have now been resolved.
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PHS reply
This objection has now been resolved.
N. PHS objection
As outlined in Dr. Daniel I. Mullally’s letter of December 4, 1964, concerning
Dibrom, we cannot grant approval to the following registration numbers,
USDA comment

We have apparently satisfied Public Health Service. It would appear from

table 1 that previous objections have now been resolved.
PHS reply

This objection was based on the inadequate data supplied by USDA. See
attachment No. IV.

(Attachment No. IV, a May 18, 1965, letter from Dr. Mullally to Dr. Jasper,
is in the subcommittee files. It lists three categories of additional data considered
necessary for PHS to complete its evaluation of Dibrom.)

0. PHS objection

We cannot grant approval for the following registration numbers because
these applications make animal drug claims, It is our understanding that these
products would fall under the purview of the Food and Drug Administration,
and we suggest that yon contact them.

USDA comment

We have apparently satisfied Public Health Service. It would appear from
table 1 that previous objections have now been resolved.

PHS reply

The applications are now forwarded by us directly to Veterinary Medicine
(FDA).




AppENDIx 9—Brmr ox SueLn Cresroar Co.’s Posirion REGARDING
THE SAFETY OoF No-Pest STRIP ® INSECTICIDE

(The following statement was submitted by the Shell Oil Co. with a request that
it be included in the hearing record)

A review of the transeript of the hearings before the House of Representatives’
Subcommittee on Intergovernmental Relations of May 7 and June 24, 1969,
makes it imperative that Shell Chemical Co. supply more complete details regard-
ing the registration of the No-Pest@® Strip Insecticide, to clarify the issue on the
data available for human and food safety evaluation and to establish the sig-
nificance of this evaluation in reference to competitive products.

The comments made by personnel of both the U.S. Department of Health, Edu-
cation, and Welfare (USDHEW) and the U.S. Department of Agriculture
(USDA) failed to bring to the committee’s attention that the above-named product
was registered (1963, see exhibit No. 1) prior to the establishment of a formal
interdepartmental review of pesticide safety (see lines 24, 25, page 770; lines 15,
16, page 771 of Transcript of Proceedings of June 24, 1969). Further, it should
have come to the committee’s attention that there had already been a concurrence
in the acceptability of this produet for home use on the part of the U.S. Public
Health Service, Toxicology Section, Communicable Disease Center, Atlanta, Ga.,
also prior to the formation of the interdepartmental review groups. We assume
that the USDA files include documents on this point.

At the time Shell presented a label for registration of Vapona® Resin Strips
(synonymous with No-Pest® Strips) to the U.S. Department of Agriculture, the
U.S. Public Health Service (USPHS) had already conducted studies on human
safety in the Upper Volta, Nigeria, and in the United States, which were used in
part to establish the safety of the product. Shell was advised of the use of these
studies by the USDA. The USPHS studies included trials with a vapor generator
utilizing a wax formulation developed by USPHS rather than the currenf resin
formulation ; however, the principle of continuous generation was the same for
both. Copies of the USPHS published reports are appended (see exhibit No. 2),In
Shell’s original negotiations with the USDA, regarding the label for Vapona
Resin Strips, it was pointed out by USDA that most of the data on human safety
had been produced outside the United States and they advised Shell fo obtain
more data on use of Vapona@© Resin Strip specifically under conditions more
nearly consistent with those likely to occur in this country.

On the basis of the above advice, Shell instituted the first of a series of studies
which we now refer to as “Arizona-type” studies (see exhibit No. 3). The data
developed from these studies confirmed that prolonged exposure of people under
conditions of unse as directed on the label would not cause any effects on the
health or well-being of U.S. populations exposed to Vapona, In this first study,
seven families were exposed for a period of 1 year either to a blank strip or the
actual product as marketed. The strips were installed in every room in each
house at a rate of one strip per thousand cubic feet of space. In addition, Vapona
“Mini-strips” (2 inches long) were installed in each closet. All strips were re-
placed every 3 months and extensive clinical observations were made on each oe-
cupant of the homes involved in the study. These clinical tests included routine
determinations of blood plasma and red cell cholinesterase activities and hemo-
globin, hematoerit, reticnlocyte and platelet determinations. The researchers con-
cluded that there had been no change in the cholinesterase values of the exposed
population as compared to the control population and no effect in any of the
people involved in the study.

The study has recently been repeated with 16 families (approximately S0
people) in the same area for a period of 6 months, In this particular study, the
strips were replaced once every month. Again, the entire house was treated : bed-
rooms, living rooms, dining rooms, and kitchen areas. The study included both alr-
conditioned homes and air-cooled homes, and 3 months of the study covered
essentially closed conditions likely to be encountered during the cooler months.
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These studies are in the process of being reported at this time. A verbal report
from the researchers indicates that there has been no effect on the health of the
individuals involved.

Medical researchers, believing on the basis of data available that no risk to
health would result, have exposed the more sensitive segments of the population
(infants and the infirm) to No-Pest® Strip. In two basic reports (see exhibit
No. 4), one from Italy and one from Japan, researchers have concluded that there
is no effect on the health of such individuals. In the Italian study, changes in
plasma (or pseudo) cholinesterase levels did not occur in most instances except
under stringent conditions of exposure and these are in fact so slight that it is
doubtful as to their significance. There were no detectable changes in the acetyl
(or true) cholinesterase in any patient studied. Patients with liver disease did
show evidence of depression of plasma cholinesterase. Similar observations were
recorded in the Japanese study. This change is not sufficient to suggest any risk
to health, particularly in view of the fact that there was no change in the acetyl
(red blood cell) cholinesterase levels. These studies have been reported to both
the USPHS and the USDA.

The studies in Italy, under the direction of Professor Vigliani, have been con-
tinued particularly with reference to newborn infants and new data from these
studies have just been received by Shell. The conclusions are that there is no
effect on the health of either the newborn infants or their mothers, A copy of this
report is appended. (See exhibit No. 5.)

This brings us to the point of comparing the status of the safety of No-Pest
Strip with those household insecticide produets that might be used in lien of or
in competition with our produect by the publie at large. On the bagis of a general
review of the published literature, we believe that the total data regarding Vapona
Resin Strip generators, with reference_ to human populations, exceed that
published or known on any other household pesticide. The human safety evalna-
tions have been made by researchers in a broad global distribution and include
work from governmental agencies, such as the USPHS.

The USPHS has expressed its viewpoint regarding household insectcides. The
National Pest Control Association Technical Release No. 1-69 comments specifi-
cally on PHS attitudes regarding the exposure of people continuously to any
pesticide (copy of release attached, see exhibit No. 6).

In our discussions with the USDA regarding the added precautionary statement,
we pointed out that we felt Shell was being discriminated against because we were
being asked to apply to our prodnet a precautionary statement which all the
evidence available indicated to be unnecessary.

We would like to comment that we discussed with the USPHS acceptable pre.
cantionary statements in light of their experience in dealing with the public
health and the use of household insecticides. We then voluntarily went to the
USDA after having reached some agreement with USPHS through our medical
consultant, Dr, Mitchell Zavon, on this matter (see exhibit No. 7). The statement
agreed to by the USPHS was as follows: “Do Not Use in Rooms Continuously
Occupied by Infants and Infirm Individuals.” Attached is a copy of the letter
of February & 1968, from Dr. 8, W, Simmons of the USPHS to Dr. Zavon (see
exhibit No. 8) giving his views on this subject,

The USDA ultimately refused to accept this exact statement and insisted on
deleting the word “Continunously,” thereby, in our opinion, making the statement
unnecessarily stringent. It was during this period of technical debate that we
presented the newly accumulated evidence on human safety, all of which showed
essentially negative responses with regard to infants and the infirm. Data have
also been published by the World Health Organization indicating that in one series
of studies, 10,000 people in one community and 25,000 people in another commu-
nity were exposed to Vapona generators for 2 and 4 years respectively without
regard to conditions of health or age of the inhabitants. The USPHS researchers
concluded that there were no effects on the health of the individuals exposed in
this study. Nowhere in these reports do we find any indication that the infirm or
infants should not be exposed, nor in fact would the data support such a con-
clusion (see exhibit No. 9). However, having finally lost all hope of convincing
Dr. Harry W. Hays of the UUSDA of the technical justification of our position and
hplng unable to delay any longer the manufacture and packaging of our 1969
requirements, we acceded to his demands and added the more stringent precau-
tionary statement which has appeared on the label of all product produced since
agtulm]n ;l‘lﬂﬂ Production was resumed in February 1969, after agreement on the
new label.
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Mr. James R. Naughton, the counsel for the subcommittee, also reviewed the
significance of Vapona residues in food (transeript of committee proceedings,
June 24, 1969, lines 7-25, p. 794 ; lines 1-25, p. 795 ; lines 1-20, p. 796). In this re-
gard there are two important factors to bear in mind. First, the Arizona studies,
contracted for by Shell with outside researchers, included the ingestion of foods
that would be exposed under normal household condition to the vapors of the No-
Pest Strips. While the people living in the test homes were exposed to Vapona
from the air, they were also ingesting any Vapona residues which would have
been absorbed by their foods. In view of the remarkably negative reaction of
the human subjects exposed under these condtions, it appears to be an academic
problem to dwell upon what might occur from insignificant Vapona residues on
foods. We believe that the subeommittee members, and others who have questioned
the safety of this product, may have overlooked the fact that most of our evalua-
tions on No-Pest Strips have involved human exposure,

The second point regarding food safety pertains to the role of the Food and
Drug Administration in establishing food tolerances for dichlorvos. To date,
tolerances of two parts per million have been set for high-fat content (6 per cent
or over) foods and 0.5 parts per million for low-fat content (under 6 percent)
foods. In addition, tolerances have also been set on several raw agricultural
commodities. In FDA's evaluation, they used (as is customary) extensive animal
data including 2-year feeding studies on rats and dogs as well as reproductive
studies extending for three generations in rats. These tolerances far exceed
any residues likely to occur in foods in homes or restaurants where No-Pest
Strips are used as directed.

We would like to point out that a review of the President’s Science Advisory
Committee Report on Pesticides (1963) eclearly indicates that Vapona fits all
of the desirable characteristics of a pesticide to be used in man’s environment.
In this instance, Shell has taken a product which is relatively toxic acutely
and contained it in such a way as to make it one of the least toxic materials
acceptable for use in the home.

Its chemical stability is such that if it were somewhat less stable, it might be
cast aside as a useless insecticide. In terms of human health, the material is
extremely rapidly metabolized and excreted, thus producing no residues in tissues
and no adverse effects on health. Furthermore, because of its properties and
characteristics, residues of it will not build up in the environment.

As a final comment concerning the safety of the No-Pest Strip, it is quite
obvious from the examination of the vital statistics on accidental insecticide
poisonings, particularly with reference to the ingestion of solid and liguid sub-
stances, children consume almost anything and everything found in the home
and, unfortunately, in some cases such ingestions are fatal. Again, with reference
to the particular and unusnal characteristics of this pesticide product, we feel
quite confident that, thongh attempts may be made by children to ingest No-Pest
Strips, all of us ean rest easy knowing that there will be no effect on the health of
the child, let alone any fatality of infants, and certainly no deaths in such attempts
at ingestion. Data which we have submitted to the Federal agencies show that it
is virtually impossible for any person or animal to ingest or extract a lethal
amount of dichlorvos (Vapona) from a No-Pest Strip. It is not generally known
that the dichlorvos serves as a plasticizer for the resin nsed in this produet which
accounts for its release at a safe, slow rate. It is this feature which has made it
invaluable as a household insecticide and as an anthelmintic drug for animals
and the most promising anthelmintic for humans on the horizon. Also, it is this
feature which cast suspicion on the safety of the product manufactured by the
Aeroseal Corp., which was referred to during the hearings. It was impossible for
the dichlorvos to serve as a plasticizer in the porous paper strips used in Aero-
seal’s produect, thus allowing the possibility of ingesting lethal amounts of
diechlorvos by sucking, chewing, et cetera, We feel that we have a moral obligation
to intervene in attempts to market unsafe formulations of our chemical dichlorvos
in order to protect both the public and the reputation of this insecticide.

It may also be of interest to know that dichlorvos has recently heen adopted
as the insecticide of choice for disinfection of international aireraft. The research
and development work was done by the USPHS over a period of years. The ac-
ceptance for this use is significant beeause it further attests to the safety of
dichlorvos to hoth the passengers and the aireraft crews exposed to its vapors.

We sincerely believe that all pesticide chemical companies should be enconraged
to formulate and offer to the public products that meet the high standard which
we believe our product establishes,

(Note.—The exhibits referred to are in the subcommittee files.)

(@)










		Superintendent of Documents
	2018-11-28T08:38:00-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




